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About the Authors 


We are pleased to announce that, 
beginning with this April issue of the 
Journat, Bernard L. Oser, vice presi- 
dent and director of Food Research 
Laboratories, Inc., Long Island City 
New York, will serve as our scientific 
editor. His article “Food-Additives 
Legislation Drags On” is his first con- 
tribution in this new capacity, but our 
readers will remember his earlier arti- 
cles, the first of which appeared in 1955. 

Dr. Oser is a biochemist with long 
experience in the fields of nutrition, 
food technology, toxicology and the 
scientific aspects of food and drug laws. 
He is a member of the Food Tech- 
nology Sub-Committee of the Food 
Protection Committee of the National 
Research Council; the Chemicals in 
Foods Committee of the Institute of 
Food Technologists; the Committee on 
Chemicals Introduced in Foods of the 
Food and Nutrition Section of the 
American Public Health Association; 
and the Sous Commission on Antibotics 
in Foods of the Commission Internationale 
des Industries Agricoles 

Born in Philadelphia on February 2, 
1899, Dr. Oser was graduated from the 
University of Pennsylvania with a B. Sc. 
degree in chemistry in 1920. He re- 
ceived an M. Sc. degree from Pennsyl- 
vania in 1925 and a Ph. D. degree from 
Fordham University in ©1927. 

Dr. Oser was an assistant in the 
department of physiological chemistry, 
Jefferson Medical College, in 1919-1920; 
he was biochemist in the Philadelphia 
General Hospital and instructor in the 
department of chemistry of the Univer- 
sity of Pennsylvania Graduate School 


1922 to 1926. He 
Laboratories in 


of Medicine from 
joined Food Research 
1926 as assistant director in charge of 
biological laboratories, was named di- 
rector in 1934 and vice president in 
1939. He has been certified as a 
specialist in human nutrition by the 
American Board of Nutrition and as a 
clinical chemist by the American Board 
of Clinical Chemists. 

A member of the American Chemical 
Society since 1927, Dr. Oser was chair- 
man of the Division of Agricultural and 
Food Chemistry in 1946-1947. He has 
had long experience on editorial boards, 
having served in this capacity for Food 
Technology, Analytical Chemistry and the 
Journal of Agricultural and Food Chem- 
istry. He is a member of the Vitamin 
Advisory Board of the United States 
Pharmacopoeia, of the International 
Vitamin Commission, an agency of the 
International Union of Pure and Ap- 
plied Chemistry, and of the board of 
trustees of the Gordon Research Con- 
ferences, Inc. 


Dr. Oser is coauthor of a standard 
reference work in the field of biochem- 
istry (Hawk, Oser and Summerson, 
Practical Physiological Chemistry ( Blaki- 
ston Division, McGraw Hill Book Com- 
pany, New York, Thirteenth Edition 
(1954)) and author of numerous scien- 
tific papers on methods of biological 
and chemical assay of vitamins and 
other nutrients; control, stabilization 
and physiological availability of vita- 
mins in pharmaceutical products and 
fortified foods; the scientific aspects of 
food and drug laws; and the safety of 
food additives. 
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He is a fellow of the American Asso- 
ciation for the Advancement of Science, 
the American Institute of Chemists and 
the New York Academy of Sciences; 
an associate of the New York Academy 
of Medicine; and a member of the 
American Association of Clinical Chem- 
ists, American Institute of Nutrition, 
American Society of Oil Chemists, 
American Council of Independent Lab- 
oratories (president in 1948-1949), As- 
sociation of Vitamin Chemists, Poultry 
Science Association, American Public 
Health Association, American Associa- 
tion of Cereal Chemists, Animal Nutri- 
tion Research Council (secretary in 
1944), Biometric Society, Associates of 
the Food and Container Institute, In- 
stitute of Food Technologists, Society 
of American Bacteriologists and the 
Royal Society of Health. His fraterni- 
ties and clubs are Alpha Epsilon Pi, 
Sigma Xi, Phi Tau Sigma (the honor- 
ary fraternity of food technologists), 
Chemists’ Club (New York) and Cos- 
mos Club (Washington, D. C.). 


Philip L. White, who holds a degree 
of Se. D., is secretary of the Council 
on Foods and Nutrition of the Ameri- 
can Medical Association. He repre- 
sented the association as a speaker at 
the January 23, 1957 meeting of the 
Section on Food, Drug and Cosmetic 
Law of the New York State Bar Asso- 
ciation, held in New York City. His 
article “The Activities of the Council 
on Foods and Nutrition, AMA” is de- 
rived from that speech. 


Another speaker at the New York 
bar meeting was William J. Condon, 
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attorney for Swift & Company in New 
York City. Mr. Condon’s annual sum- 
mary of recent cases in the product- 
liability field is a regular feature of the 
meeting. 


Wallace F. Janssen presents another 
in his series of articles on public-in- 
formation dissemination by the Food 
and Drug Administration in this issue. 
Mr. Janssen is assistant to the Commis- 
sioner of Food and Drugs, in charge of 
information. 


Marx Leva is an attorney, of Wash- 
ington, D. C., and is also general coun- 
sel of the Manufacturing Chemists’ 
Association. Mr. Leva has served as 
counsel to the fiscal director of the 
United States Navy; special assistant 
and personal counsel to Secretary of 
the Navy James Forrestal; special as- 
sistant to Mr. Forrestal as Secretary of 
Defense; general counsel of the Na- 
tional Military Establishment; and As- 
sistant Secretary of Defense. In January, 
1950, Mr. Leva was chosen by the 
Washington, D. C. Junior Chamber of 
Commerce as its choice for “outstand- 
ing young man in government service.” 

Commissioner of Food and Drugs 
George P. Larrick, on March 6, pre- 
sented a statement before the House of 
Representatives’ Committee on Inter- 
state and Foreign Commerce. The text 
of his statement appears in this month’s 
JOURNAL. 


Thomas W. Christopher (“Christopher 
Comments”) is associate dean and pro- 
fessor of law at Emory University in 
Atlanta, Georgia. Professor Christopher 
is this publication’s editor of comments. 





Meetings 


University of Cincinnati.— A one- 
week course in radiation will be offered 
for industrial lawyers and physicians 
by the Institute of Industrial Health 
and the College of Law of the Uni- 
versity of Cincinnati, beginning Sep- 


tember 9. Classes will be held at the 
university’s colleges of medicine and of 
law. Enrollment will be limited. Tu- 
ition is $100. This course will be the 
first of its kind. 

(Continued on page 253) 
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WASHINGTON- 


ACTION AND NEWS 








In the Food and Drug Administration 


Monthly Report, Issued March 25, 
1957.—Forty-two federal court seizures 
and nine criminal actions in February 
for alleged violations of the Federal 
Food, Drug, and Cosmetic Act were 
reported, on March 25, by the Food 
and Drug Administration. 

Food seizures removed 271,600 pounds 
of contaminated products from the 
market. An additional 239,000 pounds 
of unfit foods were voluntarily destroyed 
by owners under the observation of 
FDA inspectors. 

Six of the seizures involved drugs. 
One product, represented to be one of 
the recently developed “tranquilizing” 
drugs available without prescription, 
actually is a sedative containing ingre- 
dients that have been available for many 
years, FDA officials said. True “tran- 
quilizer” drugs, recently developed, are 
restricted to prescription sales, as a 
protection to the public. 

Another seizure involved a compound 
similar to the Indian bark mixtures of 
the past. Labeled only as a “general 
tonic,” it was sold for whatever ills 
the purchasers thought it would bene- 
fit. The government charged that it 
failed to bear adequate directions for 
use and it would not accomplish any 
useful purpose. 

A second product seized because of 
inadequate directions for use was a 
“royal jelly” mixture. It was falsely 
recommended by mail to be used for 
delaying old age, as a rejuvenator, for 


the elimination of chronic tiredness and 
as a “fountain of youth” cocktail. 


Other drug seizures involved a new 
drug marketed without FDA safety 
clearance, a laxative failing to bear 
adequate warnings against misuse, and 
substandard digitalis tablets. 


The Administration noted final re- 
sults of the appeal of a 1956 injunction 
contempt case involved the “Orgone 
Energy Accumulator.” The defendants 
—the Wilhelm Reich Foundation, Wil- 
helm Reich, M. D., and Michael Silvert, 
M. D.—having lost their appeals, filed 
a motion to have the jail sentences and 
fine set aside. The trial court heard 
their argument, denied their request, 
committed the individuals to prison on 
March 1] and recommended psychiatric 
treatment. 


Chemical-Additives Bill Recom- 
mended.—The Administration has an- 
nounced that on April 8 the Department 
of Health, Education, and Welfare rec- 
ommended to Congress a bill to require 
testing of chemicals before they are 
used in foods. The purpose of such 
testing would be to establish their 
safety. 

The bill would require chemical manu- 
facturers or others concerned to furnish 
to FDA scientific evidence establishing 
that proposed uses of chemical food 
additives would be safe. Based on such 
evidence, regulations would be issued 


permitting safe use of the additives, 
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The bill closely resembles legislation 
enacted in 1954 concerning chemical 
pesticides used on crops and other raw 
agricultural commodities. The new pro- 
posal would provide additional controls 
over the distribution and use of chemical 
substances in the production, process- 
ing, manufacturing, packaging, preserva- 
tion, shipping and storage of foods. 

Secretary of Health, Education, and 
Welfare Marion B. Folsom said, in 
connection with the proposed legislation : 


“This bill deals with the problem of 
safety to the consumer arising from 
the widespread and increasing use of 
chemicals in modern food processing 
technology. Within the last 20 years 
hundreds of chemical substances have 
been added to foods, and the search for 
new chemicals to improve foods is being 
accelerated. Many have not been sub- 
jected to adequate scientific investiga- 
tion to determine their safety. It is 
essential to the public health that we 
know that proposed ingredients are safe 
before they are used in food. 


“Under existing law, no action can 
be taken to stop the use of a chemical 
until the Government can prove to a 
court or jury that it actually is poison- 
ous or harmful. As a rule, a minimum 
of 2 years of scientific research is needed 
before any legal proceedings can be 
started. In the meantime the chemical 
can be used in food. 


“Although the majority of chemical 
and food manufacturers investigate care- 
fully all materials which they propose 
to use in their products, present con- 
trols do not assure adequate public 
protection. So many chemicals are now 
in use that the Food and Drug Admin- 
istration is not able to do all of the 
testing that is needed. The proposed 
bill, therefore, makes the chemical manu- 
facturer responsible for proving the safety 
of his product before it can be used.” 

Secretary Folsom emphasized that 
many chemical additives now in use 
are entirely safe and are officially sanc- 
tioned. These would be exempted from 
the pretesting requirements of the pro- 
posed bill. An additive not generally 
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recognized as safe by qualified experts 
would not be exempted even though it 
had been in use for some time. 

The proposed bill takes into account 
the fact that some additives are highly 
beneficial if properly used, but may be 
toxic if used in excessive amounts. The 
bill provides for establishment of safe 
levels for use of such additives. At the 
same time, it requires that a toxic addi- 
tive—even in a safe amount—must have 
functional value. 

In determining safety, FDA scientists 
would take into account the total con- 
sumption of various additives in the 
diet and their possible cumulative effect. 
The bill would not change the existing 
ban against foods which are accidentally 
contaminated by poisonous or deleteri- 
ous substances, regardless of the amount 
of contamination. 

The chemical-additive problem has 
been under consideration by Congress 
since 1950 when the House of Repre- 
sentatives authorized the formation of 
a select committee to investigate the 
use of chemicals in foods and cosmetics. 
The committee reported its findings in 
1952. The pesticide-chemicals amend- 
ment followed two years later. Last 
year, a subcommittee of the House 
Committee on Interstate and Foreign 
Commerce held hearings on several bills 
to provide additional control of chem- 
ical food additives. 

Secretary Folsom said: 

“These efforts have all been produc- 
tive of a better understanding of a very 
complex problem—how to insure the 
safety of these additives without inter- 
fering with the improvement of food 
products in ways which benefit the 
consumer. We believe the proposed 
bill provides an adequate pretesting 
requirement and at the same time is 
fair and workable from the standpoint 
of the food and chemical industry.” 

A proposal for establishing a safety 
regulation could be initiated either by 
a chemical manufacturer or other in- 
terested person or by FDA. A person 
interested in getting a safety regulation 


(Continued on page 256) 
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Food-Additives Legislation 
Drags On 


By BERNARD L. OSER 


The Public Is Confused; FDA Has Been Embarrassed; the Food and Chemicals 
Industries Have Been Denounced Unwarrantedly. Dr. Oser Offers Sugges- 
tions Toward Settling Major Controversies Blocking an Additives Amendment 


MENDMENT of the Food, Drug, and Cosmetic Act to provide 

more effective control over chemical additives in foods has received 
serious, sometimes passionate, consideration for almost ten years. 
Notwithstanding the fact that nearly a score of bills have been intro- 
duced in several successive sessions of Congress, not one seems to 
present the prospect of early passage. This apparent temporizing 
stems from the desire to reconcile differences in viewpoint between 
governmental and industrial proponents of new legislation. At the 
same time, it permits the inference that the public is not in imminent 
danger of mass poisoning by chemically contaminated food. Though 
the legislative wheels grind slowly, substantial gains have emerged 
during this decade of deliberation, discussion and debate. The areas 
of disagreement have become more circumscribed through a better un- 
derstanding of the scientific factors which affect the safety of foods 
and through recognition of the need for workability in a law designed 
to insure safety and, at the same time, not deprive either industry or 
the consumer of the benefits of technological progress. 
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The Author—Director of Food 
Research Laboratories, Inc., and 
Scientific Editor of This Journal 
—ls a Major Consulting Adviser 
of Food-Drug-Cosmetic Industries 








Fabian Bachrach 


Greater realization has been gained of the distinction between 
toxicity or the capacity to produce injury (as manifested usually by 
animal tests) and hazard, which relates to the probability of harm to 
the user under normal conditions of use. Wider appreciation has been 
accorded the concept that poisons do not exist in a vacuum and * to 
the corollary that no definition of a “poison” is meaningful without 
reference to dosage and route of administration. This has led to an 
acknowledgment of the impracticability of the concept that substances 
may be classified as “poisonous or deleterious” regardless of how they 
are used or administered. This so-called per-se doctrine is the core 
of Section 406(a) of the Food, Drug, and Cosmetic Act, and the Food 
and Drug Administration has announced its willingness to abandon 
it in respect to useful food additives. 


While the long delay in the passage of a food-additives amend- 
ment has had some advantages from the viewpoint of allowing time for 
basic principles to become clarified and crystallized, several entries 
must be written into the debit side of the ledger. First and foremost 
are the resultant confusion of the public, embarrassment of the Food 
and Drug Administration, and unwarranted denunciation of the food 
and chemical industries as a result of allegations in the lay press that 
poisonous ingredients are permitted to be added to foods. This situa- 
tion has provided a veritable heyday for irresponsible hacks whose 
distortions of the facts inevitably find a wide audience among the 
devotees of scandal sheets. Were this not enough, some highly 
reputable newspapers and magazines are giving circulation to alarming 





*B. L. Oser, ‘‘Can a Poison Exist in a 
Vacuum?" 8 Food Drug Cosmetic Law 
Journal 693 (November, 1953). 
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forebodings which are founded on conjecture rather than on experi- 
mental observation or which stem from a confusion of practices in 
other countries with those now permitted in the United States. The 
doubts and fears thus created spread like a chain reaction, giving 
rise to more and more letters to editors, Congressmen, and food and 
drug officials. This can only have a deterrent effect on progressive, 
yet protective, legislation affecting public health and welfare. 


Another unfortunate consequence of this dilatory approach to a 
food-additive amendment concerns the question‘of the wisdom of the 
Food and Drug Administration’s announced willingness to abandon 
the per-se doctrine. Substitution of a “safety-for-use” criterion for this 
outmoded and unworkable concept holds out many advantages from 
the technological angle. Its adoption is long overdue, and further 
procrastination over procedural or administrative details might indeed 
prove regrettable. Even now the Federal Food and Drug Administra- 
tion has been formally urged by the Association of State and Territorial 
Health Officers “to strongly resist any legislation incorporating such 
relaxation.” 

Major Areas of Disagreement 

As pointed out by eminent spokesmen in behalf of both industry 
and government, there remain today only three major areas of dis- 
agreement concerning the substantive provisions of a food-additives 
amendment. These are, briefly: (1) the scope of a grandfather clause, 
(2) the administrative right to consider the utility of a proposed food 
additive and (3) the procedure for judicial review of adverse adminis- 
trative decisions. Variations on these themes have been presented in 
each of the dozen or so bills introduced in recent sessions of Congress. 
In spite of the admonition, “Scientists, go home,” recently sounded by 
a member of the legal fraternity, I should like to state the views of one 
who has been intimately concerned with food and drug law at the 
scientific level and who has observed much of its legislative history 
in the making. 

Common sense tells us that some degree of exemption of chemical 
additives currently in use must be provided. It is neither possible with- 
in a reasonably foreseeable period nor vital from the public health 
standpoint to subject all present additives to examination or to re- 
examination in accordance with the newer toxicological procedures. A 
survey reported in 1955 by the Subcommittee on Food Technology 
of the Food Protection Committee listed about 500 chemical substances 
now used as intentional food additives. These were classified accord- 
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ing to their functions as preservatives, antioxidants, sequestrants, 
surfactants, stabilizers, etc. About 300—or 60 per cent—were in the 
category of flavoring agents. Of the remaining 200, 119—or more than 
half—are chemicals now permitted under the Food, Drug, and Cosmetic 
Act or the Meat Inspection Act as mandatory or optional ingredients 
in standardized or defined food products. In testimony before a 
House subcommittee early in 1956, Commissioner George P. Larrick 
agreed to the exemption of these additives for uses now sanctioned 
under the law. Many of these chemicals are simple inorganic or 
organic compounds; many are present naturally in foods or in body 
tissues or are readily converted into normal metabolites. However, 
there are also included in the officially permitted group compounds, 
such as sulfites, tartrates, ammonia, etc., which could be interpreted 
to qualify under the per-se concept as “poisonous or deleterious.” 


“Safe Within Limits of Use"’ 

As for the additives, other than flavoring agents, not officially 
approved for present use, most have been considered as not fully 
tested but “safe within the limits of use.” It is doubtful whether many 
chemicals in this group would fail to measure up to the requirement 
of being generally recognized by qualified experts as safe for their 
intended use. 

The Food and Drug Administration has placed one category of 
food additives in the Food Protection Committee’s list in a “scientific 
no man’s land,” namely, those chemicals in use which have never been 
adequately tested, some of which should probably not be used. This 
group of additives consists almost entirely of flavoring agents. Of the 
entire list of 300 flavor components, about 80 are natural essential oils, 
gums, oleoresins or spices, and many others are isolated or extracted 
from these natural sources ; the remainder are synthetic organic compounds. 


Utility v. Residual-Risk Considerations 

Present-day knowledge of detoxication and excretion mechanisms 
and of intermediary metabolism would lead one to believe that a large 
proportion of the organic compounds, such as the lower alcohols and 
the simple esters and aldehydes, are readily handled by the human 
body. In any event, such compounds should hardly require extensive 
chronic testing to establish their safety in the trivial concentrations in 
which they are used. With respect to certain other flavoring compo- 
nents, usage alone—however prolonged—should not justify exemption. 
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The hazards of some of these compounds may have previously escaped 
detection. Moreover, under the present law, the burden of establishing 
toxicity has rested upon the government. It is probably these suspect 
compounds—perhaps a score or more in number—that the Food and 
Drug Administration has in mind when it refuses to concede blanket 
exemption for all additives now in use. 

Advocates of the proposal to discard the per-se doctrine feel that 
it deprives the consumer and the manufacturer alike of gains made 
through technological research and that the benefits of chemical addi- 
tives are sufficient to warrant consideration of their safety under con- 
ditions of use rather than “in a vacuum.” From this line of reasoning, 
it must follow as night the day that a government agency charged 
with appraising evidence of safety must have full knowledge of the 
proposed uses and expected benefits. However, a wide breach has 
developed over the issue of whether the degree of utility should be 
assessed in arriving at decisions concerning the establishment of safe 
tolerances. The Administration contends that it should exercise this 
prerogative in all cases except where no question of hazard exists. 
In other words, the government would reserve the right to balance 
the utility on one side of the scale against the inevitable residual risk 
on the other. 


Arguments Against Government Prerogative 

The cry has gone up that: (1) This would constitute unwarranted 
interference with technological progress. (2) Food preferences should 
not be dictated by Administrative fiat. (3) Advantages in production 
or processing must be inherent. Otherwise, how can the use of an 
additive be technologically or economically justified? (4) In the last 
analysis, benefits to the consumer should be determined in the mar- 
ket place. 

There can be no quarrel with the government’s right to know 
the purposes and manner of use of intended additives. It is obvious 
that these factors must be understood in judging safety “under con- 
ditions of use.” It seems reasonable, also, that the enforcement of a 
law designed to protect public health and to prevent economic fraud 
need not coincidentally grant authority to pass on improvements in 
manufacturing and processing when no question of hazard to health 
or of dishonesty is involved. The zone of disagreement thus is con- 
siderably narrowed and can be expressed in the query: “Shall the 
Administration decide, in those cases where the safety of an additive 
under the conditions of proposed use is questionable, whether the 
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potential benefits are great enough to justify the risk?” Note the 
order of questioning: (1) Is it safe and (2) is it useful?—not 
the reverse. 


Meeting Purposes of Food Law 

If the basis for rejection is limited to the issue of safety, albeit 
against the background of the proposed use, it does not seem unrea- 
sonable to vest such authority in the government. As individuals, none 
of us wish to expose ourselves or our families to even the slightest 
hazard where nothing is to be gained, yet experience shows that where 
the benefits are sufficient, we quite willingly expose ourselves to far 
more serious dangers than are comprehended under a food-additives 
amendment—witness only Sunday driving, self-medication and 
cigarette-smoking. 

In short, it is this writer’s belief that alleged lack of utility alone 
should not justify rejection of a safe additive. The purposes of the 
food law would be fully served by limiting definitive action on food 
additives to the question of their safety in use. 

In passing, it may be said that “utility” should be construed 
broadly as relating not simply to direct or immediate consumer bene- 
fits but also to technological advantages since, under our economic 
system, these sooner or later accrue to the public in the form of in- 
creased food production, less spoilage in transit or storage, and in 
other indirect ways. The question should not revolve around whether 
or not a particular food is needed or desirable, but whether the addi- 
tive serves a useful function in its production, processing, packaging, 
storage or distribution. Existing provisions of the law are adequate to 
protect the public against uses which permit adulteration or mis- 
representation. 

Charge it’to the naiveté of a scientist in matters legal, but it is 
nevertheless difficult to appreciate why the controversy over procedure 
for judicial review has given rise to such an impasse between industry 
and the government. It appears to be agreed on all sides, even includ- 
ing the judiciary, that the controversial issues that might arise under 
the proposed amendments are of a complex scientific nature. Accord- 
ing to various spokesmen, they are “technical, scientific problems for 
which there are no ready or easy answers”; they are “primarily 
scientific, and secondarily legal’; “it is much more essential that a 
sound scientific judgment be brought to bear on the problem in the 
first instance rather than the judgment of legally trained judges or 
juries of layman”; “we do not ask physicians for legal advice, and 
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we should not ask judges or juries for medical advice,” etc., etc. These 
are lawyers and Congressmen speaking, not scientists trying to assert 
rights or prerogatives. It is inevitable that, occasionally, disagree- 
ments with the Food and Drug Administration will arise over ques- 
tions of adequacy or interpretation of toxicological data. Toxicology 
is not an exact science. Subjective factors enter into the design and 
interpretation of laboratory tests. In any event, judgments must be 
made in predicting human experience from animal experiments. 


On the one hand the Food and Drug Administration insists on 
evaluating unilaterally all the scientific evidence placed before it, 
expressing its conclusions as “findings of facts” which, if based on 
substantial evidence of record, are binding upon a court of appeals. On 
the other hand, legal experts for industry contend that these questions 
should be presented and argued from the beginning before a judge 
or jury. Testifying on behalf of the Judicial Conference of the United 
States, Justice John Biggs, Jr., exhorted Congress to keep such highly 
technical controversies in the hands of qualified administrative agencies 
and out of already overburdened and scientifically inexpert courts. 


Courts and Juries—Competence in Highly Specialized 
Scientific Areas 


The competence of lay courts in the area of safety of food addi- 
tives must be considered in the light of the complexity of the problems 
likely to come before them. Who but a pathologist can decide whether 
a histologic section shows a malignant metastatic type of lesion or a 
nonmalignant hyperplasia? Who but an experimental nutritionist is 
able to distinguish growth failure due to appetite depression from that 
due to systemic injury? Is anyone better qualified than the chemist to 
appreciate the limitations in precision or specificity of his analytical 
procedures? Can a few hours of testimony in court impart to a layman 
sufficient knowledge and understanding of a highly specialized science 
to entrust him with making ultimate decisions? 


These are not issues to be resolved in favor of the side that has 
the most skillful lawyers (or witnesses, for that matter), nor are they 
questions where the ability or credibility of experts can be appraised 
by ordinary juries. Questions of scientific observation and interpreta- 
tion should be judged in the first instance by juries of peers—by per- 
sons equal in training, ability and stature to the experts offering the 
evidence or testimony. 
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Scientists in industry, as well as those in government, constantly 
seek the advice of others more expert in highly specialized fields, 
whether they be in universities, research institutions or other govern- 
mental agencies. Except as a last resort, it should hardly be necessary 
for industry to seek a judicial declaration of the validity of an ad- 
ministrative decision based on scientific evidence. Administrative 
“findings of fact” (which are at best an administrator’s summarization 
of his conclusions based on the opinions and evidence in the record) 
should be subject to an impartial scientific review before reaching the 
stage where an appellate court is required to accept these “facts”— 
especially since the administrator’s findings need only be supported 
by “substantial” evidence. The natural tendency for the responsible 
public official is to adopt a negative attitude toward innovations where 
questions of safety are raised. For these reasons, it seems logical to 
allow either a proponent of a new additive or the administrator him- 
self the opportunity of having disputed questions referred to special 
committees of the Nation’s leading scientists for review and advice. 
Such a procedure was adopted in Section 408, governing pesticide- 
residue tolerances, and was proposed in food-additives bills offered 
by Representatives Miller and Delaney, Despite the fact that the 
procedure has been applied successfully in at least one instance, it is 
violently opposed by certain industry lawyers for reasons which in 
part are based on misunderstanding. 


Ad Hoc Committee Procedure 

Contrary to the views expressed by some of its opponents, the 
ad hoc advisory committee does not deprive the Food and Drug Ad- 
ministration of one iota of its responsibility or authority to make 
decisions under the Act; it does not in the slightest degree prevent or 
by-pass subsequent judicial review. Rather than supersede either of 
these agencies, ad hoc advisory committee procedure provides an 
optional means of facilitating the resolution of complicated questions. 
It should aid the administrator in the execution of his responsibilities 
toward the public. By placing on record an independent appraisal and 
recommendations of a reputable body of scientists, it should render 
easier the ability of a court to understand the basic issues. Again, it 
should be emphasized, recourse to this advisory committee procedure 
would be optional and its conclusions would constitute advice rather 
than final judgment. 
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In the rare instance where a case would subsequently reach a 
court, it would have, instead of a record of hearings and scientific 
reports, frequently too voluminous or complicated to get beyond 
judicial assistants, a concise, unbiased appraisal by experts who would 
not be anonymous, as is commonly the case with those consulted 
unilaterally. Moreover, one of their number would be subject to 
examination at a public hearing. Thus, lawyers would not be deprived 
of their right to cross-examine, and the administration would con- 
tinue to exercise its function and authority. By no stretch of the 
imagination was it correct to have referred to this as a “private en- 


forcement plan.” 


FDA's Point of View on Committee Referrals 


From the point of view of the Food and Drug Administration, 
the advisory committee review has several distinct advantages. Com- 
mittee referrals would be initiated only in the most difficult cases, the 
very ones on which ail parties concerned would welcome assistance. 
The natural tendency to exercise a negative attitude in the interest of 
conservatism might swing toward a more favorable equilibrium if an 
administrator were assured of the support of a group of eminent 
experts. Such support would stand in good stead from the public-rela- 
tions viewpoint in the event that subsequent knowledge warranted 
a reversal of an administrative decision, as has happened in recent 
years (cf. the Agene, coumarin and coal-tar-color cases). The advice 
of outstanding experts would have a cumulative, educational value in 
formulating administrative policy in these matters. 

The judiciary should welcome the advisory committee procedure 
not only hecause it would provide for a clarification and evaluation 
based on both sides of the crucial issue, but mainly because it would 
minimize the number of cases coming up for adjudication. The latter 
predication is based upon the following considerations : 

(1) A petitioner would have to weigh the prospects of reversal 
by an advisory committee very carefully before contesting an adverse 
FDA decision. Public relations would usually dictate against such 
a contest, especially since the chances of success would usually be small. 

(2) There would be little likelihood of a successful appeal to the 
court in the event an advisory committee should support the adminis- 


trator’s adverse decision. 
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(3) If the committee were to recommend a reversal of the adminis- 
trator’s decision and he acceded, there would be no need for further 
court review. 

(4) Hence, only if the administrator held firm in his original 
adverse decision despite the committee’s recommendation to the con- 
trary would there be any reason to seek judicial review. 

The short history of the pesticide amendment reveals only one 
case where the advisory committee procedure was resorted to. There 
the administrator accepted the scientific interpretation and recommen- 
dation of the committee, which involved certain far-reaching questions 
of policy. The committee’s recommendation, incidentally, hinged to a 
considerable degree on the microscopic pathology revealed in a single 
rat’s liver. (Try that on a judge!) 

Scientists of the caliber called upon by the National Academy of 
Sciences to perform such a public service are unquestionably objective 
and nonpartisan. They could be counted on to weigh experimental evi- 
dence with a high degree of expertise and to expedite their findings 
with a speed uncommon in judicial proceedings, to the gratification of 
all parties concerned. Those scientists who find the atmosphere of 
courts and administrative hearings objectionable would become avail- 
able if given the opportunity to serve the community on a more 
scientific plane. 

In summary, therefore, this writer would urge that progress 
toward settlement of the major outstanding controversies concerning 
a proposed food-additives amendment would be effected by (1) accept- 
ance of a limited grandfather clause, as proposed by the Food and Drug 
Administration, (2) limiting the basis for rejecting an additive to the 
issue of safety and (3) providing for the option of review by an ad hoc 
scientific advisory committee prior to appeal to a federal court. 


[The End] 
¢ HEW HONOR AWARDS TO FDA EMPLOYEES °¢ 


On April 11, Secretary of Health, Education, and Welfare Marion 
B. Folsom presented 40 honor awards to outstanding HEW employees 
at the Department’s sixth annual awards ceremony. Among employees 
who received the distinguished-service award—HEW’s highest honor— 
was John L. Harvey, Deputy Commissioner of Food and Drugs. 
Superior-service awards went to 26 employees, among them Lloyd C. 
Mitchell, chemist in the Food and Drug Administration's Division of 
Food, Bureau of Biological and Physical Sciences, and Allan E. Ray- 
field, Director of its Bureau of Field Administration. Seven units 
received superior-service awards, also. Among recipients was FDA's 
Personnel Branch, Division of Administrative Management. 














The Activities 
of the Council on Foods and Nutrition, AMA 


By PHILIP L. WHITE 


This Study of American Medical Association Methods of Bringing Up-to- 
Date Nutrition Information to Physician and Public Was Presented at 
the 1957 Meeting of the Section on Food, Drug and Cosmetic Law, New 
York State Bar Association, by the Author, Secretary of the Council 


HE PROGRAM of the American Medical Association Council on 

Foods and Nutrition has undergone a change in emphasis in the 
last two years. For 25 years, the council’s chief activity was the ex- 
amination and acceptance of certain foods in carrying out the well- 
known seal-of-acceptance program. For a comprehensive review of 
the work of the council before 1946 and for more information on the 
acceptance program, I would refer you to the December, 1946 issue 
of Foop Druc Cosmetic LAw QUARTERLY, 


Since February, 1955, the efforts of the council have been con- 
centrated on a program of providing and interpreting food and nutri- 
tion information for both the public and the physician. The council, 
which is a standing committee of the board of trustees of the American 
Medical Association, is well equipped for this program. Its 11 mem- 
bers are selected for their outstanding contributions in the field of 
nutrition and their intimate knowledge of foods, nutrition and health. 


The present membership includes representatives from the fields 
of internal medicine, pediatrics, nutritional biochemistry, physiology, 
nutrition and food technology. They are: Dr. Charles S. Davidson, 
chairman, associate professor of medicine, Harvard Medical School; 
Dr. George R. Cowgill, professor of nutrition, Yale University; Dr. 
William J. Darby, director of the Division of Nutrition, Vanderbilt 
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University School of Medicine; Dr. C. A. Elvehjem, chairman of the 
Department of Biochemistry, University of Wisconsin; Dr. Grace A. 
Goldsmith, director of the Division of Nutrition and Metabolism, Tulane 
University School of Medicine; Dr. Wendell H. Griffith, chairman of 
the Department of Physiological Chemistry, University of California 
Medical Center; Dr. David B. Hand, head of the Department of Food 
Science and Technology, New York State Agricultural Experiment 
Station; Dr. Robert L. Jackson, chairman of the Department of 
Pediatrics, University of Missouri School of Medicine; Dr. L. A. May- 
nard, emeritus professor of nutrition and biochemistry, Cornell Uni- 
versity ; Dr. Clement A. Smith, associate professor of pediatrics, Boston 
Lying-In Hospital, Harvard Medical School; and Dr. John B. Youmans, 
dean, School of Medicine, Vanderbilt University. 


Old Progrom—Modernized Methods 


‘The nutrition-information program is not new; it has just been 
brought to the forefront. Over the years the council became well 
known for its seal-of-acceptance program—better known for this work, 
perhaps, than for its never-ceasing efforts in accumulating, evaluating 
and disseminating nutrition information. Although the council's work 
was diversified, the seal-of-acceptance program became so prominent 
that little time was left for attention to other important work. 


After a study of the situation, the board of trustees decided that 
the profession and the public could be better served by other methods. 
The board recognized that the acceptance programs had been ex- 
tremely useful. It was proud of the important role that the council 
had played in making available foods of high nutritional quality, 
factually labeled and honestly promoted. It was apparent that there 
were now more laws governing the composition, labeling and market- 
ing of foods. Furthermore, it was gratifying to note that a greater 
number of manufacturers had assumed their share of responsibility in 
marketing worth-while products. Therefore, on February 19, 1955, all 
seal-of-acceptance programs of the association were terminated. 


Even though individual foods are no longer reviewed, the council 
has not lost interest in the general aspects of the production, labeling 
and merchandising of foods. In fact, one of its biggest projects is 
the periodic revision and publication of Statements and Decisions of the 
Council of Foods and Nutrition, which is a presentation of the council’s 
opinions on the labeling and promotion of foods. The booklet includes 
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explanations of the proper use of certain terms and claims in advertis- 
ing copy and the council's principles of truthful food advertising 
which have been developed during the past 27 years. To illustrate 
the council’s continuing concern in this field, I shall quote from the 
section of the booklet entitled “Satisfactory Labels for Foods” : 


Label identification of foods is a most potent influence for prevention of 
incorrect, deceptive or fraudulent advertising apart from the package container. 
A properly informative label lays the basis for honest advertising, the only kind 
of advertising the public or the food industry can permit in its own interests. 


For foods for which legal standards of identity have been established and 
that have no optional ingredients, the listing of the ingredients on the label is 
not required under federal law. A general statement to the effect that the product 
conforms to all applicable federal and state food standards is deemed sufficient 
When the standards allow optional ingredients, however, the Federal Food, 
Drug and Cosmetic Act states, “in prescribing a definition and standard of 
identity for any food or class of food in which optional ingredients are permitted, 
the Secretary shall, for the purpose of promoting honest and fair dealing in the 
interest of consumers, designate the optional ingredients which shall be named 
on the Label” (Sec. 401). This can be of considerable importance to certain 
consumers. For example, a person who is subject to food allergies or some other 
abnormal condition and who, therefore, has trained himself to read all labels 
carefully, would be served by having the list of ingredients shown on the label. 
It is, therefore, in the interest of both the food processor and the consumer 
that all label identification of foods be properly informative and complete. 


The council attempts to take a common-sense point of view in 
regard to advertising. Perhaps this approach is best illustrated by the 
following statement from the booklet: 


Good food advertising harmonizes with established authoritative knowledge 
popularly expressed. Meritorious foods require no exaggerated, false misleading 
claims. The inferior food with alleged fictitious values requires gross superlatives 
and exaggerations, and flamboyant, vague, and mysterious claims. Good ad- 
vertising discusses nutritional values but avoids specific health claims; it recog- 
nizes that health depends on the diet as a whole and on many factors other than 
foods, and not on any one food brand nor any one type of food. 

Another section of the booklet is used for the dissemination of 
up-to-date, accurate information on food and nutrition. In this sec- 
tion will be found decisions on public health nutrition and statements 


on various classes of foods. 


The council is pleased to distribute this booklet to members of 
the food industry, advertising agencies and others interested in the 
honest promotion of wholesome foods. It contends that factual, in- 
formative advertising encourages consumer education in the selection 
of wholesome foods and, thus, contributes materially to good health. 
Such advertising, then, is the type the council encourages. Upon re- 
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quest, advertising copy dealing with classes of foods without reference 
to specific brands, processors or distributors is reviewed by the entire 
council. (This is what we refer to as “institutional” advertising.) 
Copy that is found satisfactory is granted permission to carry the 
following statement: 

The nutritional statements made in this advertisement [brochure, booklet, 
ctc.] have been reviewed by the Council on Foods and Nutrition of the American 


Medical Association and found consistent with current authoritative medical 
opinion. 


Reports on Certain Classes of Foods 


From time to time, the council publishes reports on various 
classes of foods, stating opinions on important physical characteristics 
of the food and on desirable levels of the particular nutrients that the 
food may be expected to contribute to the dietary. These reports, 
which appear in the Journal of the American Medical Association, pro- 
vide information as to the wholesomeness and usefulness and to any 
unusual features of the foods considered. Iodized salt, vitamin D 
milk, enriched flour and bread, and those foods intended for special 
purposes—such as for use in therapeutic diets and infant feeding— 
are among the classes of foods that are considered to be of particular 
public-health importance. 


A rather new product under consideration now is low-sodium 
milk. This product is available in many parts of the country and is 
becoming increasingly useful in sodium-restricted diets. The council 
has had samples of the low-sodium milk checked to be sure that a 
certain percentage of the naturally occurring sodium has been removed 
from the milk. Upon further examination it has been found that other 
nutrients have been reduced in the process of removing sodium. It is 
most important that this information be made available to the con- 
sumer in order that proper dietary adjustments can be made to com- 
pensate for this product’s very real nutritional difference from whole 
milk. The value of legal requirements for the adequate labeling of 
such a product to indicate its variance from the normal is readily 
apparent in this case. 


Another method of bringing up-to-date, accurate nutrition in- 
formation to the attention of the physician and the public is through 
symposiums. The council sponsors periodic symposiums on current 
research in the field of nutrition—usually one each year. Leading 
scientists are invited to report and to interpret the latest nutritional 
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findings for the physician, the dietitian and the nutritionist. The 
papers that are presented at these symposiums are later published in 
the Journal of the American Medical Association. 


Other articles on subjects of current interest that are designed 
to summarize and interpret present knowledge or to point out the 
need for additional information in the field are presented to the readers 
of the journal. A great many different aspects of foods and nutrition 
are covered by these articles—the metabolism and the requirements of 
the essential nutrients, the use of special diets in therapy, the physiology 
of nutrition, and comments on subjects and events of current interest. 
These articles are a regular feature of the council’s columns in the 
Journal of the American Medical Association. Some 20 articles of this 
type have appeared since the termination of the seal-of-acceptance 
program. They are written by recognized authorities at the invitation 
of the council. The prestige enjoyed by the council is dramatically 
illustrated by the fact that, in almost every instance, the person 
invited to write an article has accepted with enthusiasm. 


Scientific Accuracy in Popular-Press Articles— 
Council Cooperation 


The public has shown a great deal of interest in nutrition and 
health and, in response, the popular press has come forth with a 
plethora of articles on weight-reducing diets, heart-disease diets, 
arthritis diets, how-to-stay-young diets, and what have you. This 
great interest on the part of the public is essential if a high level of nutri- 
tional health is to be maintained. Unfortunately, though, many of 
these articles are not written with the best interest of the public in 
mind. The council has been stimulated to invite authors and editors 
of the popular publications to submit their articles on foods and nutri- 
tion for review. By such a method, scientific inaccuracies can be cor- 
rected before publication. The council is happy to cooperate in this 
way insofar as time and facilities permit. 

The council continues to encourage the sane approach to eating 
habits. With the abundance of food in our country, it is not difficult 
for the normally healthy person to obtain all of the vitamins, minerals 
and other nutrients that he needs simply by eating a variety of foods. 
The quality of our foods has never been better. The use of foods as 
natural sources of the essential nutrients is strongly advocated. Irra- 
tional enrichment and fortification of foods is discouraged. As stated 








PAGE 214 FOOD DRUG COSMETIC LAW JOURNAL—APRIL, 1957 


in the joint report of the council and the Food and Nutrition Board 
of the National Research Council entitled “Statement of General 
Policy in Regard to the Addition of Specific Nutrients to Foods” : 


The principle of the addition of specific nutrients to certain staple foods is 
endorsed for the purpose of maintaining good nutrition as well as for correcting 
deficiencies in the diets of the general population or of significant segments of 
the population. The requirements for endorsement of the addition of a par- 
ticular nutrient to a particular food include (a) clear indications of probable 
advantage from increased intake of the nutrient, (b) assurance that the food item 
concerned would be an effective vehicle of distribution for the nutrient to be 
added, and (c) evidence that such addition would not be prejudicial to the 
achievement of a diet good in other respects. 

At the present time, the council endorses only the enrichment 
of flour, bread, degerminated corn meal, and corn grits; the nutritive 
improvement of whole grain corn meal and of white rice; the reten- 
tion or restoration of thiamine, niacin, and iron in processed food 
cereals; and the addition of vitamin D to milk, vitamin A to margarine, 
and iodine to table salt. 


The council has initiated a program of cooperation with the Nutri- 
tion Foundation. Among other joint endeavors, there is the presenta- 
tion of an annual Goldberger Award in Clinical Nutrition. This award 
is given to a person selected by the board of trustees of the American 
Medical Association upon consultation with the council. The Nutri- 
tion Foundation finances the award of $1,000 to help stimulate the 
interest of the medical profession in the importance of nutrition in the 
practice of medicine. 

The council is sure that making available authoritative informa- 
tion on nutrition and emphasizing the relation of nutrition to health 
and disease will assist the physician in his daily practice of medicine. 
The work of the council complements the concern of the physician 
about the nutritional status of the people. 


Briefly outlined, this is the general picture of the council's 
present activities. Every day some new project is added, such as pro- 
viding exhibits for both scientific and nonscientific meetings, planning 
and directing studies on some nutrient or aspect of nutrition, coopera- 
tion with an allied profession in studying a problem of mutual concern. 
It is the intent of the council to keep its program flexible now so that 
when any developments in the area of foods and nutrition indicate a 
need for its consideration, the way will be clear for action. 


[The End] 
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Product Liability Cases—1956 
By WILLIAM J. CONDON 


This Review of Reported Cases—with Defendants Continuing to Enjoy a 
Fair Measure of Success and a Fair Basis Remaining for Defense of Im- 
proper Claims—Was Read by the Author at the January 23 Meeting of the 
New York State Bar Association's Section on Food, Drug and Cosmetic Law 


HE NUMBER of reported cases in the product liability field in 

1956 remained at approximately the same level as in recent years. 
While the emphasis was still on foreign substances in foods and bever- 
ages and on exploding-bottle cases, there was a noticeable increase in 
the number of cases dealing with cosmetics. In addition, there were 
cases involving food poisoning, trichinosis, drugs, detergents, defective 
containers, animal feed, animal spray and a sheep-dipping compound. 


The list of cases, grouped according to subject matter, is as follows: 


Foreign-Substance Beverage Cases 

Williams v. Coca-Cola Bottling Company, CCH Foop Drvuc Cos- 
meETIC Law Reports § 22,431 (St. Louis CA). 

Ferguson v. Parr, CCH Foop Druc Cosmetic Law Reports € 22,435 
(La. CA, Ist Circuit). 

Leathers v. Sikeston Coca-Cola Bottling Company, CCH Foop Druc 
Cosmetic Law Reports § 22,438 (CA, Springfield, Mo.). 

Morrow v. Bunkie Coca Cola Bottling Company, Inc., CCH Foop 
Druc Cosmetic Law Reports § 22,439 (La. CA, 2d Circuit). 

Davis Red Rock Bottling Company, Inc. v. Alsip, CCH Foop Druc 
Cosmetic Law Reports § 22,442 (Ky. CA). 

Sharpe v. Danville Coca-Cola Bottling Company, CCH Foop Druc 
Cosmetic Law Reports § 22,443 (Ill. App. Ct.). 

McCulley v. Hartman Beverage Company, Inc., CCH Foop Drvuc 
Cosmetic Law Reports § 22,444 (Tenn. CA). 
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Mr. Condon Is a Member of the Legal 
Staff of Swift & Company, in New York City 








Martin v. Coca-Cola Bottling Company, Inc., CCH Foop Druc Cos- 
metic Law Reports § 22,445 (Wash.). 

Wells v. Coca-Cola Bottling Company of Fresno, CCH Foop DruG 
Cosmetic Law Reports § 22,448 (Calif. DC of App.). 

Washington Coca-Cola Bottling Works, Inc. v. Tawney, CCH Foop 
Druc Cosmetic Law Reports § 22,450 (CA D. C.). 

Sheenan v. Coca-Cola Bottling Company of New York, Inc., CCH 
Foopo Druc Cosmetic Law Reports § 22,460 (N. J. Super. Ct., App. 
Div.). 

Coca-Cola Bottling Company, Inc. v. Savage, CCH Foop DrucG Cos- 
METIC LAW Reports § 22,464 ( Miss.). 

Bitner v. Hines, CCH Foop DruGc Cosmetic Law Reports § 22,465 
(Tex. Ct. of Civ. App.). 


Foreign-Substance and Contaminated Food Cases 

Powell v. Eavey Company, CCH Foop Druc Cosmetic Law Reports 
{| 22,426 (Ohio Ct. of Comm. Pleas). 

Caddo Grocery & Ice v. Carpenter, CCH Foop Druc Cosmetic Law 
Reports § 22,430 (Tex. Ct. of Civ. App.). 

Salazar v. Chapultopec Grocery, CCH Foop Druc Cosmetic Law 
Reports § 22,432 (Calif. DC of App.). 

Kyle v. Swift & Company, CCH Foop Druc Cosmetic Law Reports 
§] 22,440 (CA-4). 

Kennedy v. Brockelman Brothers, Inc., CCH Foop Drue Cosmetic 
Law Reports { 22,451 (Mass.). 
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Bottled-Beverage-Explosion Cases 

Coca Cola Bottling Works, Inc. v. Crow, CCH Foop Druc Cosmetic 
Law Reports { 22,447 (Tenn.), rehearing den., CCH Foop Drug Cos- 
METIC Law Reports § 22,454. 

Keffer v. Logan Coca-Cola Bottling Works, Inc., CCH Foop Druc 
Cosmetic Law Reports € 22,455 (W. Va.). 

Barbour v. The Great Atlantic and Pacific Tea Company and Pepsi- 
Cola Bottling Company of Vincennes, Indiana, Inc., CCH Foon Druc Cos- 
METIC Law Reports § 22,467 (DC IIl.). 


Trichinosis Case 
Mouren v. Great A & P Tea Company, CCH Foop Druc CosMertic 
Law Reports § 22,469, 1 App. Div. (2d) 767, 148 N. Y. S. (2d) 1 (N.Y. 
S. Ct., App. Div., Ist Dept.) ; aff'd, 136 N. E. (2d) 715 (N. Y.). 


Cosmetic Cases 

Hanrahan v. Walgreen Company, Inc., CCH Foop Druc Cosmetic 
Law Reports § 22,429 (N. C.). 

Wright v. Carter Products, Inc... CCH Foop DruGc Cosmetic Law 
Reports {| 22,437 and 22,457 (DCN. Y.). 

Spitzer v. Bradshaw-Praeger and Company, CCH Foop DrucG Cos- 
metic Law Reports § 22,453 (Ill. App. Ct.). 

Bish v. Employers Liability Assurance Corporation, Ltd., CCH Foop 
Druc Cosmetic Law Reports § 22,456 (CA-5). 

Merrill v. Beaute Vues Corporation and Waval Thermal Company, 
CCH Foop Druc Cosmetic Law Reports § 22,459 (CA-10). 

Sanders v. Clairol, Inc., CCH Foop Druc Cosmetic Law Reports 
§ 22,468 (N. Y. S. Ct., App. Div., 2d Dept.). 


Drug Cases 

Ravetz v. The Upjohn Company, CCH Foop Druc Cosmetic Law 
Reports § 22,427 (D. C. Pa.). 

Bodenstadt v. Parke, Davis & Company, CCH Foop Druc Cosmetic 
Law Reports § 22,428 (N. Y.S. Ct., App. Div., 2d Dept.). 

Feinberg v. Parke, Davis & Company, CCH Foop DruG Cosmetic 
Law Reports § 22,433 (N. Y. S. Ct., Queens Co., Spec. Term). 

Berkelhammer v. Whitehall Pharmacal Company, CCH Foop Druc 
Cosmetic Law Reports { 22,458 (DC N. Y.). 
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Spencer v. Cutter Laboratories, CCH Foopo Druc Cosmetic Law 
Reports § 22,461 (DC Calif.). 

Medici v. Foster-Milburn Company, CCH Foop Druc Cosmetic Law 
Reports { 22,462 (N. Y.S. Ct., App. Div., 2d Dept.). 


Defective-Container Case 
Torpey v. Red Owl Stores, Inc., CCH Foop Druc Cosmetic Law 
Reports § 22,434 (CA-8). 


Animal-Spray Case 
Brown v. Howard, CCH Foop Druc Cosmetic Law Reports § 22,436 
(Tex. Ct. of Civ. App.). 


Sheep-Dipping-Compound Case 
Breazeale v. Wyres, CCH Foop DruGc Cosmetic LAw Reports 
{ 22,449 (Tex. Ct. of Civ. App.). 


Detergent Cases 

Cohen v. Proctor & Gamble Distributing Company, CCH Foop Druc 
Cosmetic Law Reports € 22,441 (DC Del.). 

Lehner v. Proctor & Gamble Manufacturing Company, CCH Foop 
Druc Cosmetic Law Reports { 22,446 (N. Y. S. Ct., App. Term, Ist 
Dept.). 

Animal-Feed Cases 

Shohola Feed & Grain Company v. Hayden, CCH Foop Druc Cos- 
metic Law Reports § 22,452 (Pa. Ct. of Comm. Pleas). 

Colvin v. John Powell & Company, Inc., CCH Foop Druc CosMetIc 
Law Reports § 22,463 (Neb.). 

Bernd Company v. Rahn, CCH Foop Druc Cosmetic Law Reports 
§ 22,466 (CA Ga.). 


Historically, this statistical introduction has been followed by a 
discussion of the doctrine of res ipsa loquitur. If the present trend 
continues, this practice may have to be abandoned. The year 1954 
contributed 12 cases to the discussion, but the number dropped to 
eight in 1955. In this report for 1956, there are only six cases wherein 
plaintiffs sought to rely upon the doctrine. It was held to be appli- 
cable in two of these; in only one case was res ipsa loquitur, as such, 
the basis for recovery. 
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In Coca Cola Bottling Works, Inc. v. Crow, cited above, the 
Tennessee Supreme Court reversed a decision of the court of appeals 
reported here last year and reinstated a jury verdict in favor of the 
plaintiff. This was an exploding-bottle case, and the rule in Tennessee 
seems to be that the doctrine will not be applied by name, but it is 
applicable in principle where the plaintiff introduces evidence which 
tends to negative any intermediate tampering. 


The West Virginia Supreme Court of Appeals held that res ipsa 
loquitur was inapplicable and reversed a judgment for the plaintiff 
where, in an exploding-bottle case, no evidence was offered to prove 
lack of opportunity for tampering (Keffer v. Logan Coca-Cola Bottling 
Works, Inc., cited above). 


In Davis Red Rock Bottling Company, Inc. v. Alsip, cited above, a 
beverage foreign-substance case, the plaintiff relied on res ipsa loquitur, 
as well as actual negligence in the defendant’s inspection procedure. 
There was evidence that the beverages sold by the storekeeper from 
whom this bottle had been purchased by the plaintiff were kept in a 
storeroom in the back of the building; that this room was separated 
from the main room of the store by a partition; that wholesale sup- 
pliers and customers had access to this back room; and that the store 
owner was not necessarily present when these other people were there. 
There was no direct showing as to how long the bottle from which 
plaintiff drank had remained in the storeroom. In view of this uncon- 
troverted evidence, the Kentucky Court of Appeals held that res ipsa 
loquitur does not apply, there being a total absence of proof of a lack 
of opportunity for pranks or tampering. It is interesting to note that 
the plaintiff’s claim of actual negligence in the inspection procedure 
was defeated on the same ground since, even if it be conceded that the 
inspection procedure was negligent, there is still no showing that the 
plaintiff's injury resulted from this negligence rather than from the acts 


of third parties. 


Bitner v. Hines, cited above, also involved a foreign substance in 
a bottled beverage. Although there was evidence as to the lack of 
opportunity to tamper, the trial court resolved the ultimate issue in 
favor of the defendant. The Texas Court of Civil Appeals affirmed, 
pointing out in its opinion that res ipsa loquitur applied in such a case 
but that while the doctrine will sustain an inference of negligence, it 
does not compel such an inference. 
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In Bish v. Employers Liability Assurance Corporation, Ltd., cited 
above, a case involving skin eruptions and other complications follow- 
ing the application of a home permanent preparation, the United 
States Court of Appeals for the Fifth Circuit ruled out the application 
of res ipsa loquitur where the plaintiff's injury resulted from her own 
allergy or sensitivity. We shall revert to this subject a little later in 
this report. 

The one case where the doctrine was applied and it furnished the 
basis for the plaintiff's recovery was Morrow v. Bunkie Coce Cola Bottl- 
ing Company, Inc., cited above, decided by the Louisiana Court of 
Appeals for the Second Circuit. The plaintiff proved that she had 
drunk a bottle of defendant's beverage, that it had contained a foreign 
substance and that she had been injured by reason thereof. She offered 
no independent proof that the bottle had not been tampered with nor 
improperly handled after it had left the defendant’s possession. The 
court affirmed a judgment for the plaintiff, holding that, once the 
plaintiff had established the facts indicated plus the additional fact that 
there was nothing unusual about the appearance of the bottle, the 
burden shifted to the defendant to show that the foreign matter had 
not entered the beverage during the bottling or manufacturing 


processes. The practical result of this rule is to remove the question 
of tampering from all of these cases except in the rare instance where 
defendant will be able by affirmative evidence to prove actual tampering. 


Reference was made earlier to the increase in the number of cases 
involving cosmetics. The most significant aspect of this increase is 
that, of the six cases reported, four were concerned with the matter 
of plaintiffs’ allergies. In addition, the unusual susceptibility of the 
plaintiff was directly involved in two detergent cases. There is good 
reason to believe that this report will not be unique in paying special 
attention to allergies. As medicine discovers and reports more about 
them and as more people relate their ailments to specific products, we 
may reasonably expect that the courts will be increasingly occupied 
with the suffering of allergic and hypersensitive plaintiffs. It there- 
fore behooves all of us belonging to, and interested in, this section to 
study the development of this phase of the law very closely, for truly 
it is now only in its infancy. Although most of the cases up to now 
have dealt with cosmetics and other frankly chemical products, the 
growing use of chemical additives in foods makes this a matter of 
concern to food-industry lawyers as well as those representing 
cosmetic, drug and detergent manufacturers. A review of the four 
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cosmetic cases mentioned points up many of the problems raised by 
allergic reactions. 


We have already referred to the Bish case wherein the court indi- 
cated that res ipsa loquitur would not apply if plaintiff’s injury were 
due to an allergy. In addition to the itching scalp and hives, the plain- 
tiff contended that she also suffered nephritis, hepatitis and leukemia 
as a result of using the defendant’s permanent wave lotion. The court 
held that since there was no evidence that the lotion was inherently 
dangerous, the failure to print a warning on the label was not negli- 
gence. The court further said that no warning is required where an 
injury results from the sensitivity or allergy of a person in the use of 
a product which would be innocuous to normal people. We wonder 
if the court would rule the same way if it were demonstrated that a 
substantial proportion of the population would similarly react to 
the product. 


In Wright v. Carter Products, Inc., cited above, the plaintiff had 
suffered a severe contact dermatitis under both arms, resulting, she 
alleged, from the use of the defendant’s deodorant product. The case 
was tried in the United States District Court for the Southern Dis- 
trict of New York by a judge sitting without a jury. The court found 
as a fact that the plaintiff’s injuries were the result of her allergy to 
aluminum sulfate, the principal active ingredient in the defendant’s 
deodorant. It was further found that aluminum sulfate has no 
deleterious effects upon a normal person. Judgment was rendered for 
the defendant. Applying Massachusetts law—the /ex loci delicti—the 
court pointed out that there could be no recovery if the injury to the 
plaintiff was caused by her own peculiar and unforeseeable suscepti- 
bility or if the product was merely unfit for use by one constitutionally 
unable to use it because of a supersensitive skin. There was evidence 
that the defendant had sold 82 million jars of this deodorant over a 
four-year period and, during that time, had received 373 complaints. 
The court concluded that, even if it be assumed that the injury in each 
of these could be substantiated as resulting from the defendant's prod- 


uct, the proportion was so minuscule as to militate against negligence 
on the part of the defendant. Finally, the court said that, since the 
plaintiff had suffered a rash following a prior use of this product and 
the injuries complained of here were the result of a subsequent use, 
the plaintiff's contributory negligence would defeat her recovery even 
if defendant were negligent, which it was not. j 
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The case of Hanrahan v. Walgreen Company, Inc., cited above, 
decided in the Supreme Court of North Carolina, involved a color rinse 
for hair. Mrs. Hanrahan had purchased from the defendant a box 
containing eight capsules of the rinse. She had used the rinse three 
times, in accordance with the directions on the box, and each time her 
scalp had become irritated. After the third use she had consulted a 
doctor, who found her to be suffering from a weeping dermatitis of 
her entire scalp, part of her face and the back of her neck. The plain- 
tiff had permitted her girl friend to use some of this rinse, and the 
girl friend’s scalp had become red and inflamed from its use. Although 
the plaintiff had three capsules left, no analysis was made of the rinse. 
The plaintiff's doctor testified that her dermatitis was an allergic reac- 
tion to some chemical coming in contact with the skin, but he could 
not say what that chemical might be. He had not analyzed the rinse 
and did not know its ingredients. On this record, a judgment of non- 
suit entered at the close of the plaintiff's evidence was affirmed on 
appeal. The cause of the plaintiff's dermatitis remained a matter of 
doubt and conjecture. There was no evidence that the hair rinse was 
adulterated or misbranded nor was there any proof supporting a breach 
of warranty on the part of the defendant. Commenting upon the 


plaintiff's allergy, the court subscribed to the rule that: 


in an action by the buyer of a product against the seller for breach of 
warranty there is no liability upon the seller where the buyer is allergic or 
unusually susceptible to injury from the product, which fact was wholly unknown 
to the seller and peculiar to the buyer. 

A final quotation from this opinion suggests still further ques- 
tions that will soon require answers. The court said: 

There is no evidence that plaintiff or her girl friend were or were not persons 
whose skins were only normally sensitive to infection or irritation. We need not 
inquire in the case at bar, whether or not there is any assumption that a human 
being is a normal one, and if there is such an assumption, whether it is merely 
the drawing of a permissible, though not a compulsory inference of fact or 
whether or not it rises to the dignity of a presumption, or even to prima facie 
evidence, for there is no evidence here that the hair rinse contained any poisonous 
or deleterious ingredient to a normal person who used it. 

The last of these four cases—Merrill v. Beaute Vues Corporation 
and Waval Thermal Company, cited above, is principally significant in 
this discussion because of the language in the concurring opinion. 
The plaintiff alleged that she had sustained skin reaction and optic 
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neuritis from a home permanent wave lotion manufactured by one 
defendant and sold to her by the other defendant. Her action was 
based on both negligence and breach of warranty. At the trial in the 
federal court, the jury, on special interrogatories, found for the plain- 
tiff in the sum of $45,000. The trial judge granted the defendant's 
motion for judgment notwithstanding the verdict, on the ground that 
there was insufficient evidence to sustain the jury’s findings that the 
principal ingredient in the product, ammonium thioglycolate, is 
dangerous and injurious to the health of those who use it and that 
the defendants knew, or should have known, of such dangerous and 
injurious qualities of the product. The trial court made a further 
finding that the plaintiff's injury was the result of her own peculiar 
susceptibility. On appeal, the plaintiff contended that the case was 
brought and tried upon the theory that the product contained ammonium 
thioglycolate acid, which was inherently dangerous and injurious to 
the health of anyone who used it, and that this was not an allergy case 
or one involving unusual sensitivities. The Court of Appeals for the 
Tenth Circuit affirmed the judgment for the defendants. In the course 
of its opinion, the court pointed out that the industry had sold some 
500,000,000 packages of home permanent wave lotions containing this 
ingredient and, at most, only three cases of optic neuritis had been 
reported. There was substantial literature in the record indicating 
that a number of persons had sustained allergic skin reactions on con- 
tact with this substance. The court concluded that the better rule 
denies recovery to the plaintiff in allergy cases, whether they be 
brought in negligence or breach of warranty. The essence of the 
holding is that a reasonable person could not foresee the purchaser's 
condition and could not anticipate the harmful consequences. 


Judge Murrah concurred specially, solely because of the plain- 
tiff’s insistence that this was not-an allergy case and that the product 
was dangerous to anyone who used it. However, in his opinion, there 
is a most significant discussion of the allergy problem. In his view, 
it is erroneous to rest the determination of these cases on probable 
cause or foreseeability. He sees the proper inquiry as being whether 
the rule of law ought to extend protection to the allergic or unusually 
susceptible by the imposition of a duty to warn of known potential 
dangers. After pointing out that science and medicine have come 
to recognize allergic and hypersensitive persons as a definite class, 


presenting peculiar problems, the judge said: 
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If the law is to keep apace of the socialistic problems wrought by science 
and technology, it is high time for the courts to also recognize the allergic or 
unusually susceptible as members of a legally identifiable class, to whom the 
law will extend its protection in warranty and in tort, and not as isolated indi- 
viduals of whom the law takes no account. 

In conclusion, Judge Murrah indicated that the proper approach 
to these cases would be to submit to the jury questions as to: 

(1) whether .. . the plaintiff was unusually susceptible to some of the 
ingredients of the seller’s product; (2) if so, did the plaintiff know of her unusual 
susceptibility; (3) if not, did the manufacturer know or have reason to know 
that some of the ingredients of its products were harmful to the unusually sus- 
ceptible; and (4) if so, did it appropriately warn of such potential dangers. 

Before leaving this subject, we feel constrained to predict that 
the time is not far off when the courts will begin to take cognizance 
of the points raised by Judge Murrah—which also have been sug- 
gested by other jurists—and begin to extend the protection of the law 
to the allergic plaintiff. All of us should give serious and thoughtful 
consideration to the development of the law in this connection, to the 
end that the rules which finally emerge will be fair and equitable both 
to the consumers and to the affected industries. 


You may recall that last year we referred to the case of Lehner v. 
Procter & Gamble Manufacturing Company, cited above, wherein a 
lower court in New York State held the defendant liable for negli- 
gently advertising its detergent product as kind to the user’s hands. 
We were not aware at that time that the decision had already been 
appealed and reversed. We would like to correct that oversight at 
this time. The appellate term of the supreme court held that the issue 
of negligent advertising was not fairly tendered nor fully tried, and 
pointed out that such negligence can be established only by proof of 
knowledge, on the part of the defendant, of potential danger to a num- 
ber of persons in using his product. The court went on to say: 


We do not hold that mere redness of hands acquired by a small percentage 
of those tested by defendant unassociated with any form of dermatitis is suff- 
cient by itself to put defendant on notice of possible danger to users of its 
product. 


We also referred last year to the case of Mouren v. Great A & P 
Tea Company, cited above, wherein the New York Supreme Court, 
sitting without a jury, found the defendant liable to the plaintiff hus- 
band and wife for trichinosis allegedly contracted from eating beef 
which had been ground by the defendant. The court awarded the 
plaintiff wife $10,000 and plaintiff husband $5,000. During 1956, the 
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Appellate Division for the First Department modified this decision by 
reducing the damages to $6,000 and $3,000, respectively, and the judg- 
ment as modified was affirmed in the court of appeals. 


In Georgia, as in most American jurisdictions, the general rule is 
that the plaintiff may not maintain an action against a defendant for 
negligence in the manufacture of its product unless there be privity of 
contract between the parties. Again, as in mest other American 
jurisdictions, there are in Georgia several well-recognized exceptions 
to this rule, foremost among them being the sale of food for human 
consumption. The case of Bernd Company v. Rahn, cited above, decided 
in 1956, extended this exception to cover the case of food for animal 
consumption. The court refused to accept the defendant’s argument 
that the plaintiff’s livestock was indistinguishable for the purposes of 
the rule of law from other personal property. 


In Texas, there is a rule that the manufacturer of food for human 
consumption is liable to an injured consumer for breach of implied 
warranty regardless of privity of contract. There have been some 
cases in the past which indicated that this implied warranty extended 
to food for animal consumption. In the case of Brown v. Howard, 
cited above, the plaintiff sought to extend this warranty to cover a 


spray concentrate which he claimed had been responsible for illness 
and death among his cattle which had been sprayed with it. The 
Texas Court of Civil Appeals refused to make the requested exten- 
sion. The court pointed out that the implied warranty which is the 
basis of liability in food cases is not the creature of contract, but has 


its foundation in a public policy which demands that such an obliga- 
tion be imposed for the protection of public health. In the casé of a 
spray intended as an insecticide, such liability is unwarranted. 


There was an interesting twist in the case of Barbour v. The Great 
Atlantic and Pacific Tea Company and Pepsi-Cola Bottling Company of 
Vincennes, Indiana, Inc., cited above, decided in the United States Dis- 
trict Court for the Eastern District of Illinois. The plaintiff's wife had 
previously sued the defendant for injuries sustained as a result of an 
exploding beverage bottle and had recovered a judgment of $30,000. 
which had been satisfied. The plaintiff now brings a separate action 
for loss of his wife’s services and consortium. The defendant moved 
to dismiss on the ground that the plaintiff's wife’s earlier recovery 
precluded the action. The court held that the husband's right gave 
rise to an entirely separate cause of action and that this suit could be 
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maintained. The court went on to say that because of the wife’s prior 
judgment and its satisfaction, the defendants would be estopped in this 
action from contesting their negligence or the due care of the plain- 


tiff’s wife. 

A somewhat allied question arose in the Ohio Court of Common 
Pleas in the case of Powell v. Eavey Company, cited above. This was 
an action by a wife for illness sustained from eating unwholesome 
food and by her husband for loss of services. There was a motion by 
the defendant to strike those allegations in the husband’s cause of 
action which concerned the mental, physical and nervous condition of 
the wife. The court refused to strike those allegations, holding that 
while the husband's action was not for pain and suffering, the mental, 
physical and nervous condition of the wife resulting from her illness 
was pertinent to her inability to perform her services and, therefore, 


was an appropriate part of the husband’s case. 


There were two cases involving the same drug company, wherein 
the New York courts were called upon to decide the question of the 
appropriate situs for the examination before trial of the defendant. 
Both actions were founded in negligence and both alleged that the 
defendant had manufactured and placed upon the market an inherently 
dangerous drug. The defendant has its principal place of business in 
Detroit, Michigan. In both cases, the plaintiffs noticed the examina- 
tion before trial of the defendant within New York City and sought 
to examine persons with a broad scope of knowledge of various phases 
of the defendant's business, as well as of records of the defendant per- 
tinent to the inquiry. One of these cases (Bodenstadt v. Parke, Davis 
& Company, cited above) was decided in the Appellate Division for the 
Second Department; the other in a special term of the Queens County 
Supreme Court. Both courts arrived at the same conclusion—that 
the examination should take place in Detroit, Michigan, by written 
interrogatories or open commission, whichever might be selected by 
the plaintiff. In both cases, the court directed, if the plaintiff selected 
an open commission, each of the parties should bear his own expenses. 


The fact situation and the court’s disposition of the issue of dam- 
ages in the case of Sheenan v. Coca-Cola Bottling Company of New York, 
Inc., cited above, may be interesting. The plaintiff had become ill 
when, while drinking a bottled beverage, she had come upon what 
looked like a cigar butt, but what had subsequently proved to be a 
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wad of gummed paper. She received a verdict of $4,000, which was 
reduced by the trial court to $2,500. At the trial, the plaintiff's 
physician and a toxicologist called in her behalf both testified that 
nausea, vomiting, sores and blisters on plaintiff's mouth and the irrita- 
tion in her throat were a natural reaction to the nervous upset caused 
by contact with an unidentified foreign substance, which had looked 
to the plaintiff and other witnesses like a cigar butt. On appeal, the 
Appellate Division of the Superior Court of New Jersey had no trouble 
finding causation between the foreign substance in the beverage and 
the plaintiff's illness. The defendant contended that the damages, 
even as reduced, were excessive. In discussing this point, the court 
noted that the plaintiff had been violently sick a part of one day. She 
had remained away from work for 12 days; undoubtedly had had 
gastritis and stomach pains for more than two months; and had had 
a blister in the corner of her mouth for three months. At the time of 
the trial she still had a “hair” in the back of her throat, which was the 
result of nerves. After stating that proof as to ailments mentally 
produced should always be satisfactory because of the very real danger 
that they may be feigned, the court concluded that a recovery of $2,500 
was clearly and unequivocally excessive. In accordance with New 
Jersey rules of practice, the court ordered a new trial on the issue of 
damages only. 


In passing, I might mention the case of Torpey v. Red Owl Stores, 
Inc., cited above, decided in the United States Court of Appeals for 
the Eighth Circuit. This was a warranty action for injuries sustained 
when a jar containing apple sauce crumpled in the plaintiff's hand 
while she was attempting to recap it after using some of the apple 
sauce. The plaintiff had not made the actual purchase, and the case 
was decided on the ground of lack of privity of contract. However, 
the case is noted here because the court, in discussing the nature of 
the warranty, said: 

The merchandise was primarily food and it is doubtful whether in any 


event an implied warranty would include the glass jar, which, of course, was 
not intended for consumption. 


The last case which I shall mention involved my own company. 
This was the case of Kyle v. Swift & Company, cited above, decided 
in the United States Court of Appeals for the Fourth Circuit. This 
was a food-poisoning case, allegedly caused by the consumption of 
frankfurters manufactured by the defendant. The plaintiff and his 
family ate a meal consisting of frankfurters and beans, and later that 
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evening all members of the family became ill with substantially similar 
symptoms. The members of the family were attended by two doctors, 
both of whom diagnosed the illness as food poisoning, but neither of 
whom was able to say that the frankfurters were the cause. The trial 
court granted a directed verdict for the defendants at the conclusion 
of the plaintiff's case. In granting this motion, the court said that 
where the plaintiff relied on purely circumstantial evidence, the evi- 
dence must be of such character as to exclude every reasonable 
explanation but that of liability. The court of appeals reversed, and 
ordered a new trial on the ground that the rule announced by the trial 
court was properly applicable to a criminal case but was not to be 
applied in judging the sufficiency of evidence to take a civil case to the 
jury. I am happy to be able to state that, on the retrial, the case was 
permitted to go to the jury, which required 20 minutes to return a 
verdict for the defendant. 


Again, as in prior years, it should be noted that defendants have 
enjoyed a fair measure of success in these product liability cases. 
Although the law has spawned numerous short cuts to aid the plain- 
tiff’s recovery during the past several years, there still remains a fair 
basis for the defense of improper claims. It is urged that all concerned 
with the problems of defendants in these cases be alert to the rules 
governing a particular case to the end that unwarranted extensions of 
liability are not permitted to be ingrafted onto the law by default. 
Even though a vigorous defense of existing rules may not prevent the 
development of extensions or exceptions, the very vigor of the defense 
is likely to result in circumscribing such extensions and exceptions 
with reasonable restrictions and thus to avoid the adoption of rules 
having a disastrous scope of application. [The End] 


FOOD, DRUGS—BROKERAGE FEES, 
FALSE ADVERTISING 


Sardines . . . Two processors of sardines, customarily selling 
canned fish through brokers who receive commissions of up to 5 per 
cent of market price, are charged with making illegal brokerage pay- 
ments to some customers. (Issued March 27, 1957; released April 4, 1957.) 


Medicinal preparations . . . Complaints charge three distributors 
with falsely advertising the therapeutic properties of their arthritic and 
rheumatic preparations. The issuance of these complaints represents 
the first such actions brought by the Federal Trade Commission as a 
result of work of its radio-TV unit, established to monitor radio and 
television advertising. (Issued March 29, 1957; released April 1, 1957.) 


—CCH Tranve Recuctation Reports § 26,435; 26,431. 





Public Information 
UNDER THE FEDERAL FOOD, DRUG, 
AND COSMETIC ACT—Il 


By WALLACE F. JANSSEN 


The Third Part of This Study Recalls Earlier Information Services 
of the Bureau of Chemistry (Later FDA) and Dissemination of 
Public Information Under the 1946 Administrative Procedure Act 








“Government should by all means in their power deal out the material 

of information to the public in order that it may be reflected back on 

themselves in the various forms into which public ingenuity may 
throw it.”—Thomas Jefferson 


T WOULD BE IMPOSSIBLE to administer a complex, technical 

law like the Federal Food, Drug, and Cosmetic Act without ef- 
fective means of communication between the government agency and 
those who are affected by its activities and decisions: 

Administrative measures will not succeed unless the public or sections of the 
public are adequately informed about their rights and duties . . . . Where 
voluntary cooperation can be secured, it is not only to be preferred to compulsion 
from the point of view of administrative efficiency. It has positive democratic 
advantages.’ 

Advisory and interpretative information concerning provisions of 
the federal food and drug law has been issued since 1905, when a com- 
pilation of food-inspection decisions was published regarding require- 
ments of the Imported Food Act of 1899. When the Federal Food 
and Drugs Act of 1906 was passed, a new series of these interpretative 
decisions was begun, numbered FID 40 to 212, dating from 1906 to 1934. 

FID No. 44, issued December 1, 1906, was an explanation of the 
purpose of these interpretations. It read: 


The opinions or decisions of this Department do not add anything to the 
rules and regulations nor take anything away from them. They therefore are 
not to be considered in the light of rules and regulations. On the other hand, 





1J. A. R. Pimlott, Public Relations and 
American Democracy (Princeton University 
Press, 1951), p. 76. 
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Mr. Janssen Is in Charge of Pub- 
lic-Information Activities of FDA 








the decisions and opinions referred to express the attitude of this Department 
in relation to the interpretation of the law and the rules and regulations, and 
they are published for the information of the officials of the Department who 
may be charged with the execution of the law and especially to acquaint manu- 
facturers, jobbers and dealers with the activities of this Department in these 
They are therefore issued more in an advisory than in a mandatory 


matters. 
It is clear that if the manufacturers, jobbers and dealers interpret the 


spirit. 


rules and regulations in the same manner as they are interpreted by this Depart- 
ment, and follow that interpretation in their business transactions, no prosecution 


will lie against them. 


FID No. 44 made clear that the purpose of the interpretations 
was the same as that of the Act—to prevent misbranding and adultera- 
tion by providing information to the “overwhelming majority of 
manufacturers, jobbers and dealers” who are “determined to do their 
utmost to conform to the provisions of the Act.” At the same time, it 
was made plain that those who differed from the Department's inter- 
pretations were entitled to their opinions if they would “assume the 
responsibility of acting in harmony therewith.” 


In general, this statement of more than 50 years ago still ex- 
presses the Food and Drug Administration’s basic philosophy in 
regard to public information on administrative actions and policies. 
It recognizes the right to know and the duty to inform. 


Sources of Administrative Information 
In the previous article we considered public information on 
FDA’s court actions. This article is devoted to public information on 
FDA’s administrative actions. A variety of means have been em- 
ployed over the years to disseminate information on these matters. 
The best summary and description of these sources of information 
is in the Food Law Institute series compilation of FDA’s annual 
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reports, in the introduction written by former Commissioner Paul B. 
Dunbar.” 


In 1914, the Bureau of Chemistry began publication of service 
and regulatory announcements. In these were continued the series 
of food-inspection decisions as well as “general information” and 


“opinions of general interest” : 


While the Food Inspection Decisions’ were formal declarations of policy, 
the other items appearing in this publication (SRA series) were in the nature 
of informal opinions,. considered as of sufficient interest to warrant their release 
but admittedly subject to prompt change if additional facts led to changes in 
administrative viewpoints. The issuance of interpretative service announcements 
ended with No. 28 in February 1923, largely for the reason that, with the passage 
of time, the legal requirements of the Act of 1906 had become fairly well 
understood. 


In the next 15 years, until the passage of the Food, Drug, and Cosmetic 
Act of 1938, policy announcements other than Food Inspection Decisions were 
issued as mimeographed sheets to be distributed to the industries immediately 
concerned. 


With the passage of the Act of 1938, the Food and Drug Administration 
was again confronted with innumerable inquiries from manufacturers which 
required it to form day-by-day opinions interpreting the revised law and new 
regulations. At first these opinions were issued as a mimeographed series for 
the guidance of the staff, to promote uniformity throughout the country. They 
were called “T. C.’s” (Trade Correspondence) since they contained excerpts of 
replies to inquiries. While they were not distributed to the public, they were 
available for public inspection at the administrative offices in Washington and 
the field stations. 

In November 1945, a new mimeographed “T. C.” series numbered TC 1-A, 
TC 2-A, etc., began, and these were distributed to all who requested them. 
After only eight opinions had been issued in this series, the Administrative 
Procedure Act of 1946 went into effect. Under this, the opinions were formalized 
and published in the Federal Register as “Statements of General Policy or 
Interpretation.” 

The Service and Regtlatory Announcements series has continued only for 
publication of the texts of the acts enforced and the regulations issued under 
them. Notices of Judgments, reporting cases terminated in the Federal courts, 
were issued in the Service and Regulatory Announcement series from 1914 until 
the reorganization of 1927.° 


The “T. C.” series was popular with trade reporters, attorneys, 
trade associations and the regulated industries. The more formal 
“statements of policy or interpretation” did not entirely take the place 
of these occasional comments on compliance problems. The report 
of the Citizens Advisory Committee on the Food and Drug Adminis- 
tration * strongly recommended that the agency “resume ‘trade cor- 





2? Federal Food, Drug, and Cosmetic Law * Work cited at footnote 2. 
Administrative Reports — 1907-1949 (Com- *House Document No. 227, 84th Cong., 
merce Clearing House, Inc., 1951). Ist Sess. 





PAGE 232 FOOD DRUG COSMETIC LAW JOURNAL—APRIL, 1957 


respondence’ letters or the equivalent thereof in response to industry 
inquiries.” Plans to do this have been made, and it is expected that in 
the near future the first of a new series of official comments will be 
published in the Federal Register. It is hoped that in one sense, at 
least, these will be an improvement over the former “T. C.”’ letters in 
that the substance of the inquiry will be stated in sufficient detail, 
as well as the official answer. 


Effects of Administrative Procedure Act 


Great changes have taken place throughout industry and govern- 
ment during the half-century since the passage of the 1906 Food and 
Drugs Act. Highly technical laws, like the present Federal Food, Drug, 
and Cosmetic Act have replaced the simple statutes of those days. A vast 
machinery of commissions, boards and bureaus has been created to 


meet the problems of a complex interdependent society. Functions of 
law-making and adjudication in technological fields have been dele- 
gated by legislators to a host of administrative agencies. “Road maps” 
and directions are needed if one is to find his way around in the maze 
of modern government. 


This need was recognized in the Administrative Procedure Act 
of 1946 (see “Appendix”). Section 3 of this law, titled “Public 
Information,” is the most important, as well as the newest, federal 
law dealing directly with the information function. It requires all 
federal agencies to publish their organizational structure and activities, 
their procedures and substantive rules. The purpose, as stated in a 
manual published by the Attorney General,® is to “assist the public 
in dealing with the Administrative agencies by requiring them to make 
their administrative materials available in precise and current form.” 
This law, therefore, in addition to its other purposes is an effort to 
insure adequate communication between the public official and the 
citizen. Amendments to the Federal Food, Drug, and Cosmetic Act 
since the passage of the Administrative Procedure Act show the in- 
fluence of the latter statute in a number of requirements relating 
to public information. 


Complying with Section 3(a)(1), FDA publishes: 


(1) An organization chart with descriptions of the activities 
carried on by each bureau and division as shown on the chart. 





5 Attorney General’s Manual on the Ad- 
ministrative Procedure Act, prepared by 
the Department of Justice (1947). 
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(2) A statement of the organization and functions of FDA, in- 
cluding the names and addresses of all bureaus, Divisions and field 
Districts; all delegations of authority, from the Secretary of Health, 
Education, and Welfare to the Commissioner of Food and Drugs and 
from the Commissioner to officials of FDA; references telling where 
to find regulations setting forth procedures which must be followed 
in complying with certain sections of the Federal Food, Drug, and 
Cosmetic Act and other laws administered by FDA; and addresses 
where necessary forms may be obtained. 


Such information is published in the “notices” section of the 
Federal Register, under the heading of “Organization and Functions.” 
In addition, a printed circular titled Food and Drug Administration 
What It Is, and Does is used to answer inquiries from teachers, students 
and the general public. 


Information on Rule-Making 
The Federal Food, Drug, and Cosmetic Act of 1938 contains nu- 
merous authorizations to issue regulations—some permissive, others 
mandatory. All of these involve public information. The Secretary 
is required to promulgate regulations. In some instances, proposed 
regulations are required to be published. Notice must be given of all 
public hearings. 


Both procedural and substantive regulations were regularly pub- 
lished by FDA in the Federal Register prior to the passage of the 
Administrative Procedure Act. Proposed regulations are now pub- 
lished under the title of “Notices of Proposed Rule Making.” Final 
orders appear under the title of “Rules and Regulations.” Included 
in this category are “Statements of Policy or Interpretation.” The 
Administration furnishes reprints of all of these on request. 


Numerous provisions of the Federal Food, Drug, and Cosmetic 
Act and Section 4 of the Administrative Procedure Act provide for 
public participation in the rule-making activities of FDA. This in- 
volves publication of proposed regulations and giving of public 
notice of the time, place and nature of hearings and other rule-making 
activities. The Administration has consistently sought to promote 
public participation in rule-making wherever justifiable. Frequently, 
regulations have initially been published as proposed orders when this 
Was not required under the statute. Formal publication is in the 
Federal Register, but press releases are issued frequently to secure 
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wider circulation and to provide background facts and details that are 
not appropriate in the text of a regulation. 

Another important source of public information about FDA rule- 
making actions is the hearing clerk in the Office of the General Counsel 
of the Department. Here are kept the public files on hearings—in- 
cluding the proposals, notices, transcripts of testimony, exhibits, sub- 
mittals, comments and exceptions which form the public record of a 


rule-making activity. 


Federal Register—An Official Record 


Reprints of all FDA announcements, regulations, interpretations, 
etc., that are published in the Federal Register are available on request 
and are mailed routinely to those who have requested them. Separate 
mailing lists are maintained for Federal Register statements dealing 
with a number of particular subjects or industries. For example, one 
may ask to receive all announcements or regulations relating to drugs, 
food standards, pesticide tolerances, antibiotics, etc. The area covered 
by the Food, Drug, and Cosmetic Act is so diversified, however, that 
a complete commodity or industry breakdown is impracticable, and 
“foods,” “drugs” and “cosmetics” are the major general categories. 


At this point, some readers may be asking why such an important 
source of public information on so many complex and technical ques- 
tions is edited in such a formidable manner. How can such a publica- 
tion be of any value for educational purposes? 


Of necessity, the Federal Register has its own set of editorial regu- 
lations, which require all material submitted to be prepared according 
to a fixed legal style. This insures the necessary uniformity in the 
statements of different government agencies and facilitates indexing 
in the Code of Federal Regulations. The circulation of the Federal 
Register is, of course, limited to those who have sufficient interest in 
the federal regulations to pay $15 per year for a subscription. 


There is a twilight zone between official interpretations and the 
less formal educational literature issued by government agencies. 
Sometimes this makes it difficult to decide just how to disseminate a 
particular piece of information. If it is an interpretation of the law, 
then strict application of the Administrative Procedure Act requires 
publication in the Federal Register. On the other hand, if publication 
were limited to the Federal Register, this would often mean that the 
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information would reach very few of those who need it, thus defeating 
the intent, if not the letter, of the Administrative Procedure Act. 
Obviously, other kinds of publications—such as press releases, booklets, 
articles and speeches—are needed to interpret a regulatory program 
as far-reaching as that of the Food and Drug Administration. These 
will be discussed in the next article of our series. 


Appendix 
Section 3, Administrative Procedure Act of 1946 
“PUBLIC INFORMATION 


“Sec. 3. Except to the extent that there is involved (1) any func- 
tion of the United States requiring secrecy in the public interest or 
(2) any matter relating solely to the internal management of an 


agency— 


“(a) Rules—Every agency shall separately state and currently 
publish in the Federal Register (1) descriptions of its central and 
field organization including delegations by the agency of final authority 


and the established places at which, and methods whereby, the public 
may secure information or make submittals or requests; (2) state- 
ments of the general course and method by which its functions are 
channeled and determined, including the nature and requirements of 
all formal or informal procedures available as well as forms and 
instructions as to the scope and contents of all papers, reports, or 
examinations ; and (3) substantive rules adopted as authorized by law 
and statements of general policy or interpretations formulated and 
adopted by the agency for the guidance of the public, but not rules 
addressed to and served upon named persons in accordance with law. 
No person shall in any manner be required to resort to organization 
or procedure not so published. 


“(b) Opinions. and Orders.—Every agency shall publish or, in 
accordance with published rule, make available to public inspection all 
final opinions or orders in the adjudication of cases (except those 
required for good cause to be held confidential and not cited as pre- 
cedents) and all rules. 

“(c) Public Records.—Save as otherwise required by statute, 
matters of official record shall in accordance with published rule be 
made available to persons properly and directly concerned except 
information held confidential for good cause found.” 





The Food-Additives Amendment 


The General Counsel, Manufacturing Chemists’ Association, 
Sets Forth Basic Principles Which That Group Feels Should 
Be Incorporated in Proposed Additives Law. He Addressed 
the New York State Bar Meeting in New York City January 23 


rQ° HE FIRST POINT I should like to establish is this: I am not 
a toxicologist. The second point I should like to establish is this: 
I am, or at least I like to think that I am, a lawyer. 


I should like to address myself today to the role of the lawyer in 
the field of food, drug and cosmetic law—with particular reference to 
the role of the lawyer as it relates to the need for new, equitable and 
workable food-additive legislation. It seems to me that some of the 
problems that have confronted us in this field in the past several years 
may be attributable to the fact that too many lawyers have been talk- 
ing like toxicologists and too many toxicologists have been talking 
like lawyers. 

There is ample room, in this field of food-additive legislation, for 
the best contributions that both the scientists and the lawyers have 
to offer. Broadly stated, I believe that the basic role of the scientists 
is in the identification of the areas where, from a scientific and technical 
standpoint, new legislation is required; the basic role of the lawyers 
is the working-out of the legal means for dealing with these areas. 


I believe that the scientists have already successfully discharged 
their major role in this particular matter—namely, they have suc- 
ceeded in identifying the areas where new legislation is needed. 
Indeed, for several years now there has been no real controversy 
among the scientists as to the need for new legislation and as to the 
problems with which such legislation should deal. In a word, the 
scientists have largely discharged their responsibility in this situation, 


236 





By MARX LEVA 








and it is the lawyers who should be called to account for their failure 


to follow through. 


I think that the scientists—both in government and in industry- 
are in general agreement, for example, that the “poisonous per se” 
concept is not a realistic concept, and should be replaced by a concept 


of the effect of an ingredient in the quantity and in the manner of its 
use or intended use. When general agreement among the scientists 
was reached on this point, I think that a long step forward was taken. 
It remains for the lawyers and the lawmakers to translate this forward 
step of the scientists into a law on the statute books. 


During the long period that this subject has been under considera- 
tion, the scientists have reached substantial agreement on a number 
of related issues—including the very real need for the government to 
have advance information about (and advance authority to deal with) 
any new additive that is proposed for incorporation into the food 
supply of the Nation. Here, again, the scientists have performed their 
role—but the lawyers have not yet followed through. 


As I view the matter, therefore, the portions of the food-additive 
problem that have not yet been dealt with constitute legal problems 
for which we, as government and industry members of the food and 
drug bar, must bear the responsibility. It is this area—the responsi- 
bility of the lawyers for working out the legal means for dealing with 
the problems which the scientists have identified—that I wish to 
discuss today. 
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In working out these legal means, the lawyers have two separate 
legal areas to consider: (1) the drafting of legislation that stands a 
reasonable chance of being enacted by the Congress and (2) the inclu- 
sion in such legislation of administrative and judicial provisions which 
will provide an equitable and workable legal framework from the 
standpoint of practical application. I should like to discuss these two 
legal areas separately. 


In discussing the first of these areas, I should like to draw on some 
of the lessons I had to learn the hard way a number of years back 
when I was in charge of the legislative program of the Department of 
Defense. I served as General Counsel of the Department of Defense 
from 1947 to 1949 and I served as Assistant Secretary of Defense for 
Legal and Legislative Affairs from 1949 to 1951. While this back- 
ground may not qualify me to speak on the subject of the food and 
drug laws as such, I think it doeS qualify me—to some degree, at least 
—to speak on the general subject of the drafting and enactment of 
legislation. I submit that the problems that we, as lawyers, have to 
deal with, in drafting food-additive legislation, are substantially the 


same as the problems that we, as lawyers, have to deal with in draft- 
ing legislation in other fields, whether the other fields be tax legisla- 
tion, antitrust legislation, defense legislation, or whatnot. 


In drafting any such legislation, I think that we should always 
bear in mind the factor that is, from a chronological standpoint, the 
first of the two considerations that I mentioned earlier—namely, that 
the legislation must be so drafted as to stand a reasonable chance of 
being enacted. Of course, we can always try to draw up an “ideal” 
statute. I wouldn't for a moment dispute the fact that drafting an 
“ideal” statute is, under some circumstances, a worth-while under- 
taking—very worthwhile, for example, for a law-school course in 
legislation. But when it comes down to the hard practicality of draft- 
ing a statute that will not only deal fairly and equitably with the sub- 
stantive and procedural problems that need to be solved, but will also 
succeed in enlisting the voting support of a majority of the members 
of the House and the Senate, I submit that we have quite a different 
proposition on our hands. 


I have felt for some time that, in this food-additive field, too 
much time has been spent in drafting and debating “ideal” statutes 
and too little time has been spent in preparing an “enactable” statute. 
I have also felt that the continuing search for an “ideal” statute was 
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a major factor in creating the impasse that persisted throughout the 
last session of Congress. 

Let me state the same thought a little differently: In drafting 
proposed legislation, we should never forget that there are 435 Con- 
gressmen and 96 Senators, each of whom may vote on the proposed 
legislation. From a political standpoint, each of the 435 Congressmen 
and each of the 96 Senators is much more likely to approve legislation 
that represents as broad as possible an agreement among the interested 
persons and groups. Moreover, each of these members of Congress 
is acutely aware that politics is the art of the possible—and we, as 
lawyers, should be acutely aware of the same thing. 





Now, translated into the practical terms of food-additive legisla- 
tion, what does all of this add up to? I have long felt that what it 
should add up to is this: The need for an informal meeting of the 
various interested persons and groups from both government and 
industry, to work out proposed legislation that will meet the tests to 
which I have referred—both the first test of enactability, which is 
what I have been primarily discussing up to this point, and the second 
test, which I have already mentioned briefly, of equitability and worka- 
bility at the administrative and judicial levels. 

I believe that the Food and Drug Administration, as the govern- 
ment agency charged with responsibility in this field, should call such 
a meeting. It is not too late, even now, for it to be held. Industry, | 
feel sure, would welcome the calling of such a meeting. I believe it 
would be desirable for the number of persons attending it to be held 
to the absolute minimum compatible with adequate expression of the 
viewpoints of the major interested groups. Basically, | think that the 
persons attending it should include a representative or representatives 
of the Food and Drug Administration, a representative or representa- 
tives of the food industry, and a representative or representatives of 
the producers of food additives. I would hope that the meeting to 
which I have just referred would address itself to both of the legal 
areas that I mentioned at the outset of my remarks—the areas of 
enactability and of equitability and workability. 

In the area of equitability and workability, I include considera- 
tions such as the following : 

(1) Does the proposed legislation deal with the existing problem, 
as that problem has been identified by the scientists who are com- 
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petent to deal with the subject, that is, does the proposed legislation 
protect the public health? 

(2) Does the proposed legislation contain provisions which are 
equitable and workable at the administrative level ? 

(3) Does the proposed legislation provide the interested parties— 
both the government and industry—with a realistic method of obtain- 
ing a judicial decision in contested cases ? 


Basic Principles for Proposed Legislation 

While I am not appearing here today as the spokesman of the 
Manufacturing Chemists’ Association, I assume that the fact that I 
am the general counsel of that association was a major factor in my 
being invited to speak at this meeting. This being so, let me re- 
capitulate, very briefly, the basic principles which the Manufacturing 
Chemists’ Association feels should be incorporated in the proposed 
legislation. The substance of these basic principles may be stated 
as follows: 


(1) Every new additive proposed for use in food must be tested 
by the manufacturer before being publicly used. 

(2) The manufacturer’s test data and other relevant information 
must be submitted to the Food and Drug Administration before the 
additive can be used. 


(3) The manufacturer must bear full responsibility for his own 
compliance with the law, but in the final analysis no mam should be 
his own referee where there is any controversy as to safety and ade- 
quacy of testing for safety. 

(4) The matter of safety should be decided in keeping with the 
basic concepts of the modern science of toxicology, and not on a 
categorical rule-of-thumb basis, and it should depend on a realistic 
appraisal of relative factors which apply in use. 

(5) The Food and Drug Administration should be provided with 
an adequate method of preventing the sale, in advance of use, of 
additives which have not been adequately tested for safety or which 
have been shown by testing to be unsafe. 


Delineation of Scientist's and Lawyer's Proper Roles 
I should like to add this one additional or corollary thought: 
The proposed legislation should delineate as clearly as possible between 





FOOD-ADDITIVES AMENDMENT PAGE 241 


those matters that constitute the proper role of the scientist and those 
matters that constitute the proper role of the lawyer. 

As I view the situation, the safety or lack of safety of a given 
additive, under the conditions of its use or intended use, is necessarily 
a matter on which the scientists are highly qualified to express 
scientific opinions. In the great preponderance of cases, these scientific 
opinions will undoubtedly provide the basis whereby the Food and 
Drug Administration will be enabled to deal with finality with the 
problems that will arise in its case-by-case administration of the pro- 
posed legislation. But, in the last analysis, when there is a conflict 
in the opinions of the scientists, the solution is to withhold the additive 
from the food supply until the controversy can be submitted to an 
appropriate forum for an impartial decision. It is up to the lawyers 
to assure that this forum is one that will provide a fair and objective 
decision. 

Conclusion 

I have intentionally confined most of my remarks on this subject 
to generalities, for I know that the highly competent members of the 
food and drug bar who will speak after me will deal in detail with 


many of the facets of the various bills that have been proposed in this 
field. Moreover, I look forward to the opportunity of discussing these 
details also during the floor discussion that is to follow the presenta- 
tion of these several papers today. I greatly appreciate the honor and 
privilege of having been asked to participate in this discussion. 
[The End] 


© DEPARTMENT OF AGRICULTURE ISSUES SURVEY REPORT ¢ 


Average amounts of food brought into American kitchens can 
supply families with more than enough calories for their needs and 
with eight of the most important nutrients, according to the most recent 
publication in the Department of Agriculture’s “Household Food Con- 
sumption Survey 1955.” The report, “Dietary Levels of Households in 
the United States,” is sixth in the series. 

The significance of the statement ilies in the fact that in a previous 
large-scale survey—made in 1936—one third of the diets studied were 
classified as poor. Iron and three B vitamins—thiamine, niacin and 
riboflavin—have shown outstanding increases since the time of the 
earlier survey. Bread- and flour-enrichment programs dating back to 
the early 1940's have helped to bring more of these nutrients into the 
Nation’s diets. Increased milk consumption and use of meat have raised 
calcium and protein levels, as well as those of B vitamins. 

Single copies of the report may be obtained without charge from the 
Office of Information, United States Department of Agriculture, Wash- 
ington 25, D. C. 









Statement of George P. Larrig§mr 
Food and Drug Administrati@§pa 
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ee R. CHAIRMAN and Members of the Committee: 

The Food and Drug Administration of the Department of 
Health, Education, and Welfare is the constituent of the Federal 
Government to which the people look for assurance as to the purity 
and wholesomeness of foods they are consuming and the drugs and 
cosmetics they use. Three important trends affect the responsibilities 
of the Food and Drug Administration : 








“Growth of population and the volume of goods produced by the filth 
food, drug, and cosmetic industries ; “a 
“Growing use of advanced technological processes and new ingredients ; 
“Continuing shift in consumer buying to factory processed, more 
convenient goods instead of foods prepared in the home and drugs 
dru; 


from the local pharmacy. 


“The principal job of the Food and Drug Administration is to 
administer the Federal Food, Drug, Cosmetic and related Acts and cide 
thereby carry out the purpose of Congress to insure that foods, drugs, 
therapeutic devices, and cosmetics are pure and wholesome, safe to 


use, made under sanitary conditions, and truthfully labeled. Effective oer 

enforcement guarantees public confidence in the quality of American 

foods, drugs, and cosmetics generally—they are the best in the world! food 
“Among its most important responsibilities, the Food and Drug 

Administration : valu 
“(1) Enforces the law against mislabeled, dangerous, or ineftec- such 

tive drugs and therapeutic devices; of ¢ 
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Mr. Larrick Reported on Responsibilities of the Food and Drug Ad- 
ministration and on Its Present Programs of Enforcement Under the 
Federal Food, Drug, and Cosmetic Act. His Statement—Delivered on 
March 6, 1957—Also Outlined Some Administration Plans for 1958 


‘(2) Enforces the law against the marketing of decomposed or 
filthy foods or foods processed under insanitary conditions, and against 
use of poisonous and deleterious or filthy ingredients ; 


“(3) Enforces the law against illegal sale of prescription drugs; 


“(4) Checks the manufacturers’ evidence of the safety of all ‘new 
drugs’ before they are put on sale to the public ; 

“(5) Evaluates toxicity data and establishes tolerances for pesti- 
cide chemicals for use on raw agricultural commodities ; 

“(6) Tests all batches of insulin and five of the most important 
antibiotic drugs for safety and efficacy before they are sold ; 

“(7) Checks the safety of all batches of coal-tar dyes for use in 
foods, drugs, or cosmetics ; 

“(8) Sets up standards which guarantee the composition and real 
value of food products in line with the Congressional mandate that 


such standards shall ‘promote honesty and fair dealing in the interest 
of consumers’ ; 
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- 


“(9) Enforces the Caustic Poison Act, which requires a ‘Poison’ 


label and antidote to appear on certain household size containers of m 
corrosive chemicals ; - 

“(10) Checks imports of foods, drugs, and cosmetics to make sure ti 
they comply with the Food, Drugs, Cosmetics, and other Acts we di 
enforce ; 

“(11) Cooperates with State and local officials on mutual problems w 
including the inspection of foods and drugs contaminated by disasters. pI 

re 

[Manufacturing and Distribution Changes— : | 
. . y1 

From Local to Nation-wide] om 

“The last few decades have brought revolutionary changes in the 
production and distribution of foods and drugs in this country. Early 
in this century food and drug manufacturing and distribution were pre- ul 
dominantly local. In 1900, nine farmers produced food for themselves vi 
and one city dweller. In 1957, one farmer produces food for himself 
and fourteen people in the urban areas. Today foods and drugs are 
produced and distributed on a Nationwide (and in fact international) 
basis. Of necessity ingredients and processes are employed that will 
permit them to withstand prolonged transportation and storage. 

Newer drugs, with their increased potential for dramatic therapeutic 
effects are highly potent. The rapid development of completely 
processed, ready-to-serve foods is particularly convenient to the millions 
of employed women. ri 

“Since the enactment of the first food and drug law in the early sa 
1900’s, our population has increased from 90,000,000 to 170,000,000. A = 
much greater proportion of the population is now dependent on food ne 
supplies which are processed and shipped considerable distances. by 
This means that an increasing proportion of the food produced is under - 
the jurisdiction of the Food and Drug Administration. = 

vi 
[Need for Continuous, Expanding, Complex Regulation ] 

“Of necessity, the regulation of foods, drugs, devices, and cos- oa 
metics is not static, but is continuous, expanding, and complex. There pr 
are an estimated 600,000 manufacturers, distributors, and storers of as 
foods, drugs, therapeutic devices, and cosmetics, plus an additional to 
525,000 public eating places and 55,000 drug stores. Of the first co 


600,000 establishments, it is estimated that somewhat less than 100,000 ar 
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are substantially engaged in interstate commerce so that their opera- 
tions should be inspected periodically and their products examined to 
insure that they are not adulterated, misbranded, or otherwise in viola- 
tion. The 55,000 drug stores are subject to the requirement that 
dangerous drugs shall be sold only upon prescription. 


“The total number of interstate shipments, subject to the laws 
we enforce, is not known. An estimated 330,000 lots of foreign- 
produced products are offered for importation each year. The annual 
retail value of all commodities subject to the statutes enforced by the 
Food and Drug Administration is currently estimated at about 62 
billion dollars for domestic products and almost $3 billion for 
importations. 


“The present enforcement program is limited in scope, and based 
upon a priority selection according to the seriousness of probable 
violations in the following order : 


“(1) Violations that endanger public health. 
“(2) Violations involving filth or insanitary conditions. 


“(3) Violations involving frauds or cheats. 


[Inspection and Sampling] 


“FDA conducts planned inspections of factories, warehouses, car- 
riers, and (in some phases of the work) retail establishments, with the 
collection and examination of samples from interstate and import ship- 
ments. Samples are examined in FDA District laboratories, with the 
exception of those requiring special skills or equipment possessed only 
by the Washington Scientific Divisions of the Bureau of Biological 
and Physical Sciences. Violations encountered on inspections or 





sample examinations involving adulterations, misbrandings, or other 
prohibitions are proceeded against in the Federal Courts to remove 
violative products from the market and/or penalize offenders. 


“Effective administration of the Food, Drug, and Cosmetic Act 
can be realized only to the extent that the operating programs and 
— procedures are based upon sound scientific foundations. Extensive 
and continuous scientific investigations, many of which involve labora- 
tory research of the highest order. are necessary. An experienced 
competent scientific staff, adequately equipped with instruments, 
apparatus, and facilities, is required to develop the scientific founda- 
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tions that will enable realization of the full protection for consumers 
intended by the law and, at the same time, insure fairness to, and 
maintain confidence of producers and distributors. 


“In a broad sense a higher proportion of the total scientific effort 
is needed today to develop scientific information with which to antici- 
pate prolonged effects on the body of new chemicals, drugs, or food 
processes. A few examples are the addition of new chemicals to 
staple foods; the use of drugs to stimulate growth in livestock and 
poultry; residues of deadly insecticides on our fruits and vegetables 
whose biological effects are not easily recognized or evaluated by 
present methods; the proposed use of high energy radiation to sterilize 
processed foods; and the side effects of potent widely used new drugs. 


[Technical Research by Scientific Divisions ] 


“The technical problems are complex and varied. The necessary 
research includes: (a) development of methods of examination for 
foods, drugs, devices, and cosmetics; (b) toxicity studies on foods, 
drugs, and cosmetics; (c) nutritional studies, including nutritional 
effect of chemical additives in food and nutritional adequacy of foods; 
and (d) clinical investigation of drugs, devices, and cosmetics to deter- 
mine the truth or falsity of claims. This activity is carried out largely 
by the Washington scientific divisions of the Bureau of Biological and 
Physical Sciences and the Bureau of Medicine. The scope of work 
in this field is limited by the size of the scientific staff and there are 
many areas in which basic scientific studies must be carried out before 
adequate consumer protection is possible. 


“All new drug applications are reviewed by Food and Drug Ad- 
ministration physicians, pharmacologists, chemists, and other scien- 
tists experienced in evaluating the safety of the drugs under the 
prescribed conditions of use. If it is concluded that the drugs are 
safe under the proposed conditions of use, the applications are ‘allowed 
to become effective’, which means that the drugs may be legally 
marketed in interstate commerce. 


“Preventive measures and education are an important part of the 
total Food and Drug Administration enforcement program. These 
activities are designed to enhance consumer and trade understanding 
of the laws administered by the FDA, and through voluntary com- 
pliance with the requirements of the law to (a) reach a higher standard 
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of public health and safety in this country, (b) enlist the cooperation 
and assistance of scientific groups (universities, foundations, pharma- 
ceutical manufacturers, professional societies, etc.), and (c) enlist the 
cooperation of State and local enforcement officials in the interchange 
of information as an adjunct to the federal inspection force. While 
these activities have been limited in scope, they are receiving increased 
emphasis in this and the next fiscal year. 


“There have been several developments during the past year that 
are of particular significance to the Food and Drug Administration. 
The 50th anniversary of the enactment of the Federal pure food and 
drug law last June received national and international attention, and 
furthered public understanding of the benefits and protection to the 
consumer and industry which result from effective enforcement of 
these laws. The revolutionary changes and progress of the food, drug, 
and cosmetic industries during this half century were stressed at pub- 
lic meetings and in articles, editorials, and radio and TV broadcasts. 
At the same time attention was focused on new problems of public 
protection arising from technological change as well as from the 
growth of the food and drug industries. 


“Among such problems is the inadequacy of present personnel and 
facilities for state as well as federal regulation. Many states lack mod- 
ern food and drug laws as well as the staff and facilities to enforce 
them. A nation-wide study of that situation has been recommended 
by the Association of Food and Drug Officials of the United States, 
and arrangements for this study are going forward. 


“The only major recent change in the statute was your Hale 
amendment to simplify regulation-making, to eliminate the necessity 
of lengthy hearings on non-controversial matters. 


[Actions Terminated in Federal Courts in 1956; 
Fines and Sentences] 


“In the 249 criminal actions terminated (or terminated for some 
defendants) in the Federal courts during 1956, the fines paid or 
assessed in cases pending on appeal, totaled $197,067.80. The heaviest 
fine in a single case was $12,000. In 66 actions the fines were $1,000 
or more, Jail sentences were imposed in 54 cases involving 68 indi- 
vidual defendants. The sentences ranged from 1 month to 6 years, 
and averaged 12 months and 3 days. Twenty-four individuals were 
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required to serve the imposed sentences, and for 44 individuals the 
jail sentences were suspended, on condition that violative practices 
be discontinued. Records of actions terminated in the Federal courts 
were published in 1,240 notices of judgment issued during the year. 


“The last of 22 criminal prosecutions started in 1955 against illegal 
sale of the stimulant amphetamine drugs to truck drivers was ter- 
minated with a plea of guilty. All of the 48 individual defendants 
plead guilty or nolo contendere. The largest fine in these cases was 
$1,100; the smallest $10. 


“The longest trial was a contested seizure case in Pittsburgh 
involving a shipment of drugs used in the Hoxsey cancer treatment. 
We already have sent each of you a brief statement about our actions 
against this treatment. 


“Certain organizational improvements have been made in the 
FDA within the current fiscal year, and a more effective program of 
statistical analyses and program appraisal has been started. The 
measurement and evaluation of the enforcement problem in a field as 
complex as that facing the Food and Drug Administration presents 
many difficulties. We are now conducting a survey to acquire infor- 
mation and data to determine the extent and scope of our workload, 
since the continued growth of the Food and Drug Administration is 
related directly to its ultimate workload. 


“Despite the short supply of personnel in fields of science, recruit- 
ing is going forward reasonably well. Training programs, particularly 
for the new personnel have been initiated and are proving successful 
in acquainting the added staff with the responsibilities and perform- 
ance of the Food and Drug Administration as rapidly as possible. We 
have undertaken the job of evaluating our equipment and facilities 
in this and succeeding years, which is a task of great magnitude, and 
is essential to insure that adequate and modern tools are available to 
protect the public. 


[Washington Headquarters Project Begun] 


“The first big step in securing a new Washington headquarters 
building for the laboratories and administrative offices was approval 
by Congress for construction under the lease-purchase program. The 
General Services Administration has completed negotiations for land 
acquisition and has selected an architect. We are hopeful that the new 
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building project will proceed as rapidly as possible to relieve the 
critical space shortage. 


“Our plans for 1958 emphasize the strengthening of our scientific 
activities in Washington and the Field, since new problems of public 
protection cannot be properly evaluated and solved until basic scien- 
tific facts and methods have been provided. For example, peacetime 
application of atomic energy may create many problems for Food and 
Drug scientists in radiation preservation of food and use of radioiso- 
topes in medicine. The vast field of chemical additives, including pesti- 
cide chemicals, poses a host of challenging problems to those 
responsible for protecting public safety and health. The rapid devel- 
opment of new and potent drugs (recent estimates indicate that some 
60% of the drugs prescribed by doctors today were unknown 15 years 
ago) and the extensive production of ready-to-serve foods involve 
possibilities of contamination, debasement, and substitution that call 
for the highest type of scientific study and methodology. 


“Scientific research is planned for the development of more and 
better techniques for detecting and measuring residues of pesticide 
chemicals and food additives and evaluating their toxicity. The FDA 
scientists will seek better objective tests for detecting contamination 
and spoilage of foods. Precooked and prepackaged foods, fresh and 
frozen seafood and poultry, and pesticides on fruits and vegetables 
will receive high priorities in fiscal year 1958. Also the scientific and 
technical staff will be devoted to a reappraisal of some of our methods 
of drug analysis, and to expedite the clearance of new drugs. 


“Our program for 1958 includes more attention to food standards, 
which have received a proportionately small part of FDA time in 
recent years. Food manufacturers, as well as consumers, want stand- 
ards for additional foods and more enforcement of standards. Like- 
wise, more effort will be devoted to better pocketbook protection 
against fraudulent substitution of water and cheap ingredients for 
those stated on the label. 


“We propose during next year more investigational work into 
the unique bacteriological and sanitary problems connected with rap- 
idly expanding industry, where lack of good manufacturing practices 
becomes a real public health problem and will increase our coverage 
in the number of establishments inspected by nearly 18% and the 
collection of more samples for analysis. 
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[Planned Enlargement of Information-and-Education Program 
per Advisory Committee Recommendation ] 


“We also intend to enlarge our informational and educational 
program consistent with one of the major recommendations of the 
Citizens Advisory Committee which, after studying the FDA, stated 
that— 

“The purpose of the educational program should be to develop a better 
understanding of the objectives and requirements of the food and drug laws 
through a dissemination of better and more positive information to industry, 
certain professions and the public. An informed industry or trade association 
will encourage self-compliance on the part of its members. An informed public 
will be a better protected one and will make FDA dollars go further. 

“T feel that I would be remiss if I failed to mention the fact that 
on November 15th last, the Food and Drug Administration received 
an Albert Lasker Award given by the American Public Health Asso- 
ciation each year to individuals and groups in recognition of outstand- 
ing achievement in those areas of disease and disability that affect 
many persons. The citation read— 

“To the Food and Drug Administration, United States Department of 
Health, Education, and Welfare: Recognizing a half century of public service 
in safeguarding the American people against contaminated or misrepresented 
products, achieving a deserved public confidence. 

“In accepting the award, it was most gratifying for us to hear 
credit bestowed upon the Food and Drug Administration : 

“Which with a minimum of fanfare and a maximum of economy, has moved 
quietly and efficiently in the performance of its duties . . . manned by a career 
service which enjoys a reputation for integrity that has stood unblemished for 
50 years. 

“In conclusion, Mr. Chairman, we wish to thank you and the 
members of the Committee for the vital interest and support that you 
have always given to the Pure Food, Drug, and Cosmetic Act.” 


ANNOUNCEMENT OF FCC AND FTC LIAISON 
RE ADVERTISING BROADCASTS 


According to a statement issued by Mary Jane Morris, Secretary 
of the Federal Communications Commission, which was published in 
Federal Register on April 6, a cooperative arrangement has been effected 
whereby the Federal Trade Commission will advise FCC of questionable 
advertising broadcast over radio and television stations. This will 
permit FCC to apprise the stations of advertising which may be false 
and misleading. The Federal Communications Commission will be 
provided with copies of FTC complaints, orders and stipulations concern- 
ing such advertising. 
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Thomas W. Christopher is associate dean and professor of law at Emory 
University, Atlanta, Georgia. 


Misbranding: Oral Representation —A slightly different twist on 
an old situation is involved here. An appellant shipped, in January, 
certain products labeled as foods. For example, on one brand of tea 
leaves, the directions read: “Used as a delicious ‘refreshing table bev- 
erage ....” Beginning in February, the appellant began a series of 
lectures in the town, and the stores selling the products distributed 
leaflets regarding the lectures. At the lectures, the tea was recom- 
mended for gallstones, colic, high blood pressure, pinworms, etc. At 
the trial, appellant, among other contentions, attacked the constitu- 
tionality of Section 502(f)(1), Federal Food, Drug, and Cosmetic Act, 
as too vague and indefinite. The court rejected this contention. 


On the question of labeling, the court held the products to be mis- 
branded, saying that the lectures show that the product is intended as 
a drug, and that the directions for such use are inadequate.’ Thus, 
the representation made by the salesman may result in the article's 
being misbranded. This is not a new principle, by any means. But 
it would be interesting to see a case in which the lecturer had no 
legal connection with either the manufacturer or the retailer. 


Also, appellant made the interesting contention that the usual 
rule that intent is not an element of the offense should not apply to 
him since—as a second offender—if convicted, he would be subject to 
felony penalties. The gist of this argument appears to be that intent 
should be an element in felonies. The court handled this by stating 
that the “guilt falls into the felony category not because of evil intent 
but because of the maximum sentence of three years for second offenders.” 

There are other felonies which do not require intent, so this is not 
a novel feature. Statutory rape is an example.’ 





1U. 8. v. Adolphus Hohensee, CCH Food 
Drug Cosmetic Law Reports { 7386 (CA-3., Law of Crimes (4th Ed., 1940), p. 60. 
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STATE 


FOOD AND DRUG NOTES 








Arkansas.—According to an opinion 
by the state attorney general: The 
holding of the Arkansas Supreme Court 
in the case of Austin v. Onnes, CCH 
Foop Druc Cosmetic Law _ Reports 
4 85,156, 224 Ark. 1041, 278 S. W. (2d) 
93, does not prevent the Arkansas Divi- 
sion of Food and Drug Control from 
taking action against persons serving 
an artificial “coffee stretcher” in restau- 
rants and hotels, without notice. Such 
sale amounts to an economic adultera- 
tion of the liquid sold as coffee. The 
state supreme court’s holding affirmed 
the injunction of a trial court insofar 
as it prohibited interference with the 
sale and distribution of a particular 
coffee stretcher to stores. 


A recent enactment of the Arkansas 
legislature (S. B. 256, approved March 
5, 1957, effective July 1, 1957) prohibits 
the sale of hog-cholera virus except at 
the University of Arkansas and other 
state-supported institutions of higher 
learning. 


On March 27, H. B. 280 was approved, 
amending the law concerning the adul- 
teration and misbranding of foods, drugs, 
cosmetics and therapeutic devices. The 
amendment will become effective June 
13, 1957. 


Colorado.—Beginning July 1, Colo- 
rado will have a new food, drug and 
cosmetic act. Patterned after the fed- 
eral Act, it was approved on March 23 
(S. B. 79). 


Georgia.—The law pertaining to the 
purchase of milk or dairy products on 
a butterfat basis has been amended to 
provide additional test requirements; 


to provide for the furnishing of certifi- 
cates of butterfat tests; and to provide 
a bond by each milk tester. 


Idaho.— The 1957 legislature 
amended the statute relating to dairies 
and dairy products by deleting the 
provision that improperly cooled milk 
shall be deemed to be adulterated; by 
providing a standard for the cooling 
of milk and for the disposition of im- 
properly cooled milk; by providing 
for the butterfat content of skimmed 
milk; and by providing for the labeling 
of containers of skimmed milk. 

Iowa.—A recent opinion by the lowa 
Attorney General advises that the sale 
of a substance identified on its package 
as margarine, but containing butter as 
one of its ingredients, is in violation 
of the provisions of Chapter 190, Code 
of lowa 1954, prohibiting oleomargarine 
from containing milk fat. The attorney 
general directed L. B. Liddy, of the 
state department of agriculture, to 
whom the opinion was addressed: 


has 


“Since butter is a milk fat and is one 
of the ingredients of [the] Mar- 
garine, there is present a food adultera- 
tion contemplated by Section 190.3, and 
under your duties as set forth in Section 
189.2(1) and 189.15 . . . , sale of 
such a product is subject to regulation 
by your office.” 


Utah.—The 1957 session of 
legislature has enacted a new 
drug and cosmetic act, based on the 
federal law’s pattern. The new Utah 
statute becomes effective May 14 of 
this year. 


Utah's 
food, 
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REPORTS TO THE READER—Continuved from page 196 





Permanent International Bureau of 
Analytical Chemistry of Animal and 
Human Food.—The third symposium 
on foreign chemicals in foods will be 
held in Como, Italy, May 13-18 by the 
Permanent International Bureau of 
Analytical Chemistry of Animai and 
Human Food. Some of the highlights 
of the programs for the week of 
meetings follow: 


On the opening day, the reports of 
the subcommittees will be given. Both 
morning and afternoon sessions will 
be given over to these summaries. 
Chairman of the subcommittee on anti- 
septics is Professor S. W. Souci. The 
subcommittee on antibiotics is headed 
by A. L. Bacharach; Bernard L. Oser, 
scientific editor of this JoURNAL is a 
member of the antibiotics committee. 
Professor R. Truhaut, of Paris, is 
chairman of the subcommittee on dyes. 


At the first session of the symposium 
proper, on the morning of May 14, 
Professor C. Foa, of Milan, will discuss 
advantages and disadvantages resulting 
from the use of biological catalytic 
agents in the nutrition of growing 
poultry, meat and dairy animals. Pro- 
fessor A. D’Ambrosio, also of Milan, 
will discuss toxicological problems 
arising from the use of additives which 
increase the production of feed. His 
speech will be followed by Professor 
Truhaut’s remarks on the harmful ef- 
fects of foreign matter introduced acci- 
dentally or purposefully into feed. The 
session will close with a report of the 
proceedings of previous international 
meetings. 

Later sessions will deal with the ef- 
fect of parasiticides, pesticides, herbi- 
cides and germicides on nutritional 
hygiene; prevention of harmful effects 
due to the presence of residual pesti- 
cides in feeds; resistance of pesticides 
to natural and artificial breakdown; the 
Agronomists viewpoint on the danger 


to humans resulting from the use of 
toxic products in agriculture; effects of 
the use of artificial maturation methods 
in fruits; effects of natural and chem- 
ical fertilizers; effects of the use of 
antibiotics in animal feeding, with a 
preliminary report of a special sub- 
committee; study of effects of flavor- 
ings and spices on foodstuffs, with a 
preliminary report of a special sub- 
committee; research on the basis for 
internationai legislation on that subject; 
effects of using hormones and _ vita- 
mins; effects of enzyme additions to 
foods; and interpretation of labeling 
of foreign elements in foodstuffs. 


Professor F. Reith, of Utrecht, will 
speak on the subject of the toxicity 
of mineral residues, their direct and in- 
direct effects, and the problems posed 
by their identification. Professor Klim- 


mer, of Bonn, will discuss toxicity of 
organic residues, and their direct and 
indirect effects. Research and identifica- 
tion will be the topic of discussion by 
Professor C. La Rotonda, of Naples, 
and Professor E. Bottini, of Turin. 


Toxicological aspects of residual pesti- 
cides in feeds will be set forth by 
Professor Truhaut; hygiene aspects, by 
Professor A. Giovanardi, of Milan. 


Mme. Van den Bruel, of Gembloux, 
will speak on residual pesticides in 
vegetable products. Professor M. E. 
Alessandrini, of Rome, will take up in 
her discussion a special instance of olive 
oil contaminated with a pesticide. Dr. 
F. A. Gunther, of Riverside, California, 
will discuss means of eliminating pesti- 
cide contaminants. Some of the other 
speakers will be Professor M. Benlloch, 
of Madrid; Professor W. Schuphan, of 
Geisenhéim/Rheingau; and Professor 
M. E. Scevola, of Milan. 

The meetings will be held at the 
Chamber of Commerce, Industry and 
Agriculture, 6 rue Parini, at Como, 





CANADA- 


FOOD AND DRUG ITEMS 








During March, two important trade 
information letters were received from 
the Canadian Department of National 
Health and Welfare. They are repro- 
duced here in full text: 


March 19, 1957—No. 149.— 

“To: All Drug Manufacturers 

“Re: Amendments to regulations under 
the Food and Drugs Act. 

“Regulations under the Food and 
Drugs Act were amended by P. C. 1956 
—1921 dated December 28, 1956, by the 
addition of the following two Sections. 

“Strychnine, Methyl Salicylate, Fer- 
rous Sulphate 

“C.01.072. No person shall sell 

“(a) a drug containing strychnine or 
its salts, 

“(b) a drug containing more than 5 
per cent methyl! salicylate, or 

“(c) capsvles or tablets containing 
more than 60 milligrams of elemental 
iron in the form of ferrous sulphate 
per capsule or tablet, 

“unless the main panel of both the 
inner and the outer labels carries the 
words 

“*“CAUTION: Keep out of reach of 
children’ or ‘CAUTION: Keep this 
and all medication out of the reach of 
children’, 

“Salicylic Acid, Acetylsalicylic Acid, 
Salicylamide 

“C.01.073. No person shall sell a 
drug containing salicylic acid or its 
salts, acetylsalicylic acid or its salts or 
salicylamide which is recommended for 
children unless both the inner and the 
outer labels carry a cautionary state- 


ment to the effect that the drug is not 
to be administered to children under 2 
years of age except on the advice of a 
physician. 

“The intent of these regulations is to 
prevent the careless handling by the 
public of preparations containing these 
drugs and to draw attention to the 
need of caution in their administration 
to children. 


“Preparations containing these drugs 
that also contain a Schedule F drug 
can only be sold under prescription 
and must not be advertised to the 
general public. Since it is customary 
to remove the original label from such 
packages and replace it with a pre- 
scription label when dispensed it would 
appear that the cautionary statements 
required could be omitted with safety. 


“It will be noted that the ‘Caution’ 
required in C.01.072 is within quotation 
marks and this statement must take 
the exact form of one of the alterna- 
tives. It cannot be changed. 


“The cautionary statement in C.01.073 
is not so restricted but it must take the 
form of a negative statement such as 

“*Do not administer to children under 
2 years of age’ 

“*Not to be administered to children 
under 2 years of age’ 

“or similar wording. 

“Statements such as 

“‘*Administer to children under 2 
years of age as advised by a physician’. 

“Infants and children under 2 years: 
according to age as directed by a 
physician’. 
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“and similarly worded statements are 
not considered as being cautionary in 
nature and are unacceptable. 


“ . . [signature] 
C. A. Morrell, 
DIRECTOR, 


FOOD and DRUG DIRECTORATE.” 


March 22, 1957—No. 150.— 


“To: All Manufacturers and Distribu- 
tors of Antibiotics and Antibiotic Discs 

“Re: Antibiotic Discs. 

“A survey recently carried out by 
this Department and reported in The 
Canadian Medical] Association Journal, 
Vol. 76, No. 3, February 1, 1957, has 
shown that the majority of antibiotic 
discs distributed in Canada do not 
meet the labelled claims for potency. 

“Antibiotic discs are classified as 
devices as defined in the Food and 
Drugs Act and are subject to Section 
19(1) of that Act which reads as follows: 

“19. (1) No person shall label, 
package, treat, process, sell or advertise 
any device in a manner that is false, 
misleading or deceptive or is likely to 
create an erroneous impression regard- 
ing its character, value, composition, 
merit or safety.’ 

“This matter has been the subject 
of letters to manufacturers and dis- 
tributors of antibiotic discs in June 
1956. 

“Recent examinations carried out in 
the Department have shown that there 


is still need for constant supervision 
of this type of product. 

“It has been previously pointed out 
that it is the intention of this Depart- 
ment to ensure that these products 
conform in all respects to the require- 
ments of the Food and Drugs Act and 
regulations thereunder and in this con- 
nection the sanctions of the Act includ- 
ing seizure and prosecution may be 
employed against manuiacturers and 
distributors who are selling antibiotic 
discs that do not meet their labelled 
potency. 

“In order to avoid this it is suggested 
that a sufficient number of discs to 
carry out a satisfactory assay be sub- 
mitted from each batch by the manu- 
facturer or distributor, to the Director 
along with protocols of the assay con- 
ducted by the manufacturer. These 
samples will be assayed and the manu- 
facturer or distributor will be notified 
as to whether or not the lots repre- 
sented are acceptable. 

“In this connection it is pointed out 
that the word ‘sell’ by definition in the 
Food and Drugs Act includes sell, 
offer for sale, expose for sale, have in 
possession for sale and distribute. Hence 
antibiotic discs whether sold or dis- 
tributed without charge are subject to 
the above requirements. 

“,: [signature] 
C. A. Morrell, 
DIRECTOR, 
FOOD and DRUG DIRECTORATE.” 


© PERKINS SWORN IN AS HEW UNDER SECRETARY °¢ 


John Alanson Perkins was sworn in on April 5 as Under Secretary 


of Health, Education, and Welfare. 


He was appointed by President 


Eisenhower on February 25, to succeed Herold C. Hunt, who had 
resigned, Secretary Marion B. Folsom administered the oath of office 


in a ceremony at the Department. 


Dr. Perkins, who has had broad experience in public administration, 
was president of the American Society of Public Administration in 1953. 
Since then he has been a member of the executive board of the United 
Nations Educational, Scientific, and Cultural Organization. 

He was graduated in 1938 from the University of Michigan, where 
he also received an M. A. in 1939 and a Ph. D. in 1941. Dr. Perkins 
became president of the University of Delaware in November, 1950. He 
has also served as budget director of the State of Michigan and as 
controller of its department of administration. 
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estabiished or changed would have the 
right to have the matter referred to a 
scientific advisory committee selected 
by the National Academy of Sciences. 

Any person who considered himself 
to be adversely affected by a chemical- 
additive regulation, or by the Depart- 
ment’s refusal to make such a regula- 
tion, would be allowed to file ovjections 
and request a public hearing. Any 
regulation issued after such a hearing 
would be based solely on the evidence 
taken at the hearing, including any re- 
port made by an advisory committee. 


Such regulations would be subject to 
review by the United States Court of 
Appeals. 

The proposed bill would become effec- 
tive 180 days after enactment, but man- 
ufacturers of chemicals already in use 
at the time of enactment would ordi- 
narily have an additional year to bring 
their products into compliance, unless 
a regulation were issued sooner. Man- 
ufacturers could file petitions for safety 
clearance any time after the bill was 
enacted. 





In the Public Health Service 


World Health Day—Surgeon Gen- 
eral’s Statement.—On World Health 
Day—April 7—Leroy E. Burney, Sur- 
geon General of the Public Health Serv- 
ice, issued the following statement: 


“Food and Health, the theme of the 
1957 World Health Day observance, 
is of particular timeliness and signifi- 
cance. It gives the people of the world 
a special incentive for considering the 
role of nutrition and diet in promoting 
optimum health. 


“In the United States, the theme has 
a dual purpose. 


“As individuals, we can mark this 
day by assessing our own dietary habits 
and resolving to improve them. We 
can learn more about the nutritional 
needs, problems, and resources in our 
community and Nation, and about how 
nutritional deficiencies can be remedied. 


“The occasion is also a fresh re- 
minder of our obligation to consider 
the food and health needs of people 
in other parts of the world. By help- 
ing other nat‘ons to develop their own 
potential resources, we can look for- 
ward to attaining the goal of an ade- 
quate food supply for all mankind and 
well-nourished world population.” 


National Library of Medicine—Chair- 
man of Board of Regents Elected.— 
Dr. Worth B. Daniels, clinical pro- 
fessor of medicine at Georgetown 
University, has been elected chairman 
of the board of regents of the National 
Library of Medicine. The board, which 
is advisory to the Surgeon General on 
matters of policy regarding the library, 
held its first meeting, on March 20, in 
Washington, D. C. 

Other officers of the board are Dr. 
Champ Lyons, professor of surgery at 
the University of Alabama Medical 
College, named vice chairman and 
Lieutenant Colonel Frank B. Rogers, 
director of the library, named secre- 
tary. The board was authorized by the 
Eighty-fourth Congress, which created 
the National Library of Medicine with- 
in the Public Health Service and trans- 
ferred to it the Armed Forces Medical 
Library. 

The board consists of 17 members. 
Ten are appointed by the President 
from the fields of science, medicine 
and public affairs; seven are ex-officio 
members from the federal government 
service. The chairman of the board 
is elected from among the appointed 
members. 
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